October 8, 2010

Lyme and Tick-Borne Diseases Committee
Institute of Medicine of The National Academies
c/o Dr. Christine M. Coussens, Study Director
500 5" Street, N.W.

Washington, DC 20001-2721

LymeDisease@nas.edu

Dear IOM Lyme and Tick-Borne Disease Committee Members:

We hereby submit this letter as testimony for the public record and official IOM Lyme Disease
Workshop Report to be presented to Congress.

The Gaps in the Science involving human cases of Lyme and tick-borne disease in the Southeast
are tremendous. Thousands of ignored patients report that they have contracted LD and/or
Lyme-like illness in the Southeast, where Lyme is reported to be “rare”.

In June, advocates from Virginia, Tennessee, Kentucky, South Carolina, Georgia, and Florida
prepared statements and participated on the IOM’s Lyme Disease Workshop Teleconference
call. (Copies of some of the statements are attached, and should be recorded as a part of this
letter.) We each described the many incidents of Lyme and tick-borne diseases we hear about
occurring in southeastern citizens. We explained that these cases are often unrecognized,
ignored, dismissed, misdiagnosed, undercounted, unreported, and are even often untreated
before permanent damage occurs.

During the call with committee members, we hoped to show that the gaps in science in so-
called, “non-endemic” areas are extremely wide and require immediate funding for scientific
investigation. Thousands of patients in these areas report that they are in desperate need of
help. Most must travel far distances to obtain treatment. Many lose the ability to work, play,
attend school, and lead normal lives. Some have lost their homes and their families. Our
citizens deserve to be protected and our medical providers educated.

We were disturbed to later learn that not a single Lyme advocate from a state considered, “non
endemic” was invited to participate in the IOM workshop to describe the problems we outlined
in our call. We also understand that our comments during the teleconference were not
recorded so that the information we detailed will not be included in the congressional report.
We, therefore, again stress that this letter and the written statements following be added to
the IOM State of the Science Workshop Report, in its entirety.

We appreciate that the IOM invited Georgia Southern University’s Dr. Jim Oliver to present
during the IOM Lyme Disease Workshop. His important work has documented hundreds of


http://us.mc599.mail.yahoo.com/mc/compose?to=LymeDisease@nas.edu

strains of Borrelia burgdorferi from the Southeast (reportedly, even more than found in the
Northeast). Dr. Oliver’s recent discovery of two new Borrelia burgdorferi species warrants full
and immediate investigation to determine how these may impact public health.

In a Scottish study, when regional Lyme disease (B. burgdorferi) isolates were added to a
Western Blot assay, it increased the sensitivity of the test. How many people test negative
across our region, but are denied crucial treatment because a test is not detecting their strain
or species of Borrelia infection?

There may be several slightly different Borellia burgdorferi strains and/or species, and even
other tick-borne disease pathogens, affecting humans in the Southeast that may be
undetectable using current testing methods. Some strains or species may only cause mild
iliness, while others could cause disease far more severe than typically-described Lyme disease.
But, make no mistake: human tick-borne disease, often causing severe, debilitating, and
permanent damage, is occurring in humans across the Southeast.

Public health officials’ stance regarding Lyme disease in the Southeast appears to be that they
admit the bacterium is in ticks and small animals, but that it is not infecting humans. They
often declare that human Lyme disease is either nonexistent or very rare in the Southeast and
irresponsibly instruct medical providers to dismiss patients with positive serology as “false
positives” (even many with history of tick bite, rash (EM), symptoms, and positive test results).
While they casually declare that there is some sort of “mild Lyme-like illness” possibly being
transmitted by Lone star ticks, long-term studies following large groups of these patients have
not been done. Many southern patients report very severe symptoms, including heart,
neurological, and arthritic involvement, which greatly limit and even halt their daily routines.
Patients report suffering permanent damage and ongoing symptoms due to their cases being
dismissed by this irresponsible, inadequately proven stance.

Southeastern county-by-county tick flagging studies have never been performed. Studies of tick
vectors, hosts, transmission, and reservoirs haven’t even scratched the scientific surface. Public
health officials have admitted that Lyme disease risk to humans hasn’t been assessed here.
There is dire need to resolve these issues.

The IOM State of the Science workshop is supposed to determine the gaps in science. If the
tremendous flaws in reporting practices are not exposed and addressed, these gaps can hardly
be determined. Adequate funding is not awarded to independent scientists to investigate
human tick-borne disease cases in areas like ours. Public health officials indicate that Lyme
disease research money is allocated according to reported case numbers, but we found that
state-by-state Lyme disease reporting practices differ to an extreme. Problematic reporting
practices, the myth that Lyme disease is rare in our region, and the notion that patients with
positive serology are only false positives, prevent the majority of southeastern Lyme cases
(even those meeting strict CDC reporting criteria) from being reflected in state and CDC
statistics. Statistics are rendered useless when reporting practices differ so greatly.

These problems are curiously not disclosed and referred to by public health officials, who
should explain to medical providers, citizens, and the media that Lyme case numbers are



reported differently, are inaccurate, and cannot be compared from one region to the next.
Instead, it appears the flawed statistics may be used to justify the failure to fund independent
studies necessary to investigate these human cases. If a state must have cases to get funding,
and funding to investigate cases, how is a disease ever supposed to emerge?

Borrelia burgdorferi has been documented in southeastern ticks, animals, and humans for over
20 years. In 1989, Georgia ranked 4" in the nation with the highest number of CDC-reported
Lyme disease cases, and the CDC documented native cases from 27 Georgia counties, as well as
counties in Alabama and Florida. In 1993, a scientific conference outlining much of the regional
scientific data was held in North Carolina. In the early 1990’s, a Georgia State public health
official declared that they believed that 10,000 cases of Lyme disease in Georgia are being
misdiagnosed and undiagnosed annually. Florida has documented hundreds of human cases.
Logically, the old adage, “Where there is smoke...” comes to mind. To now ignore this evidence
(and the CDC’s own findings) and dismiss cases as “false positives” (which are actually quite
rare) without investigation of each, is irrational, irresponsible, and poses a direct threat to
public health.

Funding for independent investigations of southeastern human Lyme and tick-borne disease
patients is needed immediately. Twenty years is an inexcusable amount of time to wait for
public health officials to do something about such a serious health threat.

We call upon the IOM to include this report outlining these significant problems in their IOM
Lyme Workshop Report to Congress. In turn, we call upon our political representatives to
investigate the reasons many public health officials do not appear to take our cases seriously,
leaving thousands of patients very ill, medical providers uninformed and uneducated about
tick-borne diseases, and healthy citizens unknowingly at risk.

Sincerely,

Liz Schmitz
President/Cofounder
Georgia Lyme Disease Association

Marilyn Sherlock
Treasurer /Cofounder
Georgia Lyme Disease Association

Windy Blair
Volunteer Advocate
Georgia Lyme Disease Association

Norman and Jackie Morgan, RN
Volunteer Advocates
Georgia Lyme Disease Association



Kim Spach, RN
Volunteer Advocate
Georgia Lyme Disease Association

Dave Tierney
President
Carolina Lyme

Sara Hesley
President and Founder
Kentucky Lyme Disease Awareness

Pamela Waggoner
Kentucky Lyme Disease Association

Lisa Higgins
Cofounder
Southeastern Tennessee Lyme Support

Norma Engelhardt
Middle Tennessee Lyme Network

Karen Angotti

Co-moderator Tennessee Lyme
Author of Lyme Disease: A Mother’s Perspective

Angela Allen
Greenville Lyme Advocacy and Support (S.C.)

Ashley Powell
Alabama Lyme

Melissa Slaughter
Founder
Birmingham Lyme Support

Lori Hoerl
Founder/Director
Florida Lyme Advocacy

cc: President Barack Obama
Vice President Joe Biden

Congressman Chris Smith



Congressman Frank R. Wolf

U.S. Federal and State Political Representatives of the Southeast

Dr. Francis S. Collins, Director, National Institutes of Health

Dr. Anthony Fauci, National Institute of Allergy and Infectious Diseases
Dr. Thomas Frieden, CDC

Southeastern State Medical Board Directors
State Health Department Directors - KY, TN, NC, SC, GA, AL, FL

Print and Broadcast News Agencies

Institute of Medicine Lyme Disease Teleconference

Listening session for Georgia, South Carolina, North Carolina
June 2, 2010 comments

12:00 p.m. —1:30 p.m.

Speakers (in order):

1. Windy Blair, Georgia Lyme Disease Association

2. Jackie Morgan, RN, Georgia Lyme Disease Association

3. XXXXXXXX, Georgia patient

4. XXXXXXXX, Virginia Beach, VA

5. Sara Hesley, Kentucky Lyme Disease Awareness

6. Liz Schmitz, Georgia Lyme Disease Association

7. Angela Allen, South Carolina, Greenville Lyme Advocacy and Support

8. LisaHiggins, Southeastern Tennessee Lyme Support
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Windy Blair, MHE, OT/L, Georgia Lyme Disease Association

Lone Star Ticks and STARI

|l 6m Windy Blair from Georgia.

Lone stars are very aggressive, and are the most commonly found ticks feeding on humans in the
South. People here are bitten by them constantly. We strongly suspect that the Lone star tick is a
vector of Lyme disease in humans.

Lyme bacteria have been documented in lone star ticks for years. In some areas of the south,
scientists have found BB in 17 to 24% of these ticks. But when public health officials assess risk
to humans, they seem to only consider the deer tick.

We hear from fartoomanypat i ent s who develop EM6és and sympt
Lyme, following Lone star tick bites. Many of t hese cases are dismis
we wonder how a test can be so good up north, but so bad down south? False positives are

actually prettyrare. And“ posi t i v e p caendtbeaseditodiemisyoarlpogitevés,

when we dondt have a sensitive test, and cano

Research proved Lone st ar miteiHokwse vcearn, 6 timdararta ndsonei s
t hey ¢ an 6lumang Someslizaidéc atnaddt be i nfected, either,
here in the South can actually harbor Lyme Borrelia. We canét conclude anyt hi

Webdbve heard that Lone st aydidwewdstetaxdollarsva ki | | s
looking for Borrelia lonestari? And why have Borrelia been seen under the microscope in
rashes following lone star tick bites?

Lone star ticks may be transmitting other pathogens, but the hallmark of STARI is that patients
D O N 'test positive for Lyme. We hear from patients who DO test positive. A medical College
of GA study found that 3GQ@ihaewEbymsout hern patien

|l t6s reported t hat tSdafeRitnessinginthe Somh, Is NOTimildi ness. W
Whereare the long term human studies documenting this assumption?



The introduction of STARI seemed to stifle any investigation into human Lyme cases in the
South. CDC reporting guidelines were never implemented here, partially due to cases being
dismissed as STARI. There is no test for STARI, and not even a known agent. But our Lyme
cases are still chalked up to STARI.

Recently some doctors and public eézemdtt hewdrd i c
requi r e tLyme distasaend STARI rashes are indistinguishable. Not treating early

can leave hundreds of Lyme patients permanently damaged with ongoing illness. Until we know

more, treating EMs is the only responsible thing to advise.

Independent large-scale human studies in the Southeast should be immediatelyfunded by the
NIH and CDC. And these should be done by new scientists T seeing the same researchers
appears to be a little biased.

The scientific evidence is stillemerging. | t 6 s t he responsibility of e\
and public health official not to make assumptions, but to consider all the evidence, including
that in the South. Our citizens are suffering. We need answers NOW. Thank you.
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Jackie Morgan, RN , Georgia Lyme Disease Association

My name is Jackie Morgan. | 6 m a r egi stered Nurse and a volur
Association.

As a medical professional, I want to address my concerns about how the Lyme controversy
appears to be affecting the general perception of us in the medical field.

Il n the Sout h, Lyme disease doesndt appear to
published evidence that should make us look for it in humans. Scientists like Jim Oliver, Lance

Durden, Kerry Clark and others have documented the presence of the Lyme bacteria in ticks and

nature here for years.

Highly educated, credible people are coming forth with Lyme disease here. These logical people

share their disbelief about the denial and lack of response they feel from the medical

community,. Theyod6re often astonished that many <clini
evidence. Pat i ents dondt understand why their human



Patients report there are many assumptions they hear from healthcarepr ovi der s, i ke, f
have the whit e iviedopandghd cottoonosse whithealsoehavbors the

bacteria. A We dondét have t-HoaPRiesmanohtl CCfdocumentedkthe teer r e 0

tick across the Southeast years ago.

Rashes following tick bites are often misdiagnosedas iFungus o or Ari ngwor mo
improperly treated. Patients are sometimes told their positive Lyme tests are false, many with
compatible history.

Modern day patients are far more educated due to the accessibility of worldwide, peer-reviewed,
published research articles online. At the touch of a button, they can read all of the scientific
data.

When patients read the conflicting evidence for themselves, they wonder whywear en ot f ami | i
with much of i1t, and why it sometimes direct]!l

of fice. This doesndét help promote an i mage of

When very sick patients seek help and are dismissed, scoffed at, or looked at as if they are crazy,
it shakes their faith in the medical community at large.

| was recently frustrated reading comments across the internet by Lyme patients, their family

members, andf r i ends who feel theybdve bekndsgeaspgdt b
that theyotfemeeeyemangeport they feel theydve |
community. At the very | east, I fear itiendkcooks | i ke

| worry about the erosion of the doctor-patient relationship and the reputation of the medical
communityasawhole. I find it so sad to hear Lyme patiel
an I nfectious Disease doctor. o

Citizens are turning to alternative health and away from allopathic medicine in this country. |

think webdre missing the mark when we dllonét t a
of the science, and dondtLymejsbereandweneedrvistndg s t o t
humans in the South.

Lyme disease has been found across the globe and in many cases of chronic illness. Imagine
how far medicine might advance, if we allow ourselves to pursuethe A what i f 6 s ? 0

Thank you.
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Sara Hesley, Kentucky Lyme Disease Awareness

The Impact of Flawed Reporting Practices

| 6m Sara Hesl ey, Lyme advocate in Kentucky.

When |l ooking at statistics, itos | wgweeal to a
very confused about the few case numbers reflected in southeastern states. We hear from so
many patients across the region that havecontracted Lyme here.

The truth is: we candt compar @asedarg miecouted se nu mb
and reported using the same methodology. Many states claim they adhere to CDC reporting
guidelines, but dondét and never have.

Up North, where CDC guidelines are used, rashes are counted as cases and have been for years

in counties, once they are declared fAendemico
record. Here across the South, we have never counted rashes as cases, even in counties where

we have clearly documented two cases.

In Georgia, South Carolina, Alabama, Tennessee, and Kentucky, numerous counties have two or
more cases on record that meet CDC reporting criteria. Instead of declaring counties endemic
as they do up north, many declared their entirestatesn on ende mi ¢ ”

In a single southeastern neighborhood alone last spring, there were 9 people with tick bites,
rashes, and symptoms in a county that already had two confirmed cases. Not one was counted.
If we counted rashes, too, our numbers would also skyrocket.



Some claim these old cases donotButthehalmark becaus
of STARI is that patients D O N @e positive for Lyme. As of 1994, all these cases on record

used the EXACT SAME tests employed to track cases today, both the ELISA and WB. Yet our

cases across the south continue to be dismissed as STARI, without any further investigation,

even though Bb has clearly been found in nature and the CDC admits there are human cases

here.

We canodot dismiss cases as STARI, we donodot weve
patients who do test positive for Lyme diseasefter Lone star tick bites. In a medical college of

GA study, 30 % of local participants with EMs did, indeed, show evidence of Borrelia

burgdorferi infection. We need to investigate eachcase and report these.

The flawed statistics further perpetuate the problem, causing doctors to dismiss positive cases as

false,so t hey never report them. Additionally, do
recognize and treat Lyme early, before permanent damage occurs. Many may neverbe

diagnosed and treated.

CDC officials state that only a very small percentage of cases fall outside the Northern United
states. But Lyme has been found in humans all over South America. Does it make any sense
that Lyme appears in a tiny pocket in the northeastern United States, and then JUMPS across the
continent and appears in South America?

PHO need to point out that there is no way to compare statistics from state to state. We candt s a\
Lyme is rare, and we candét determine prevalen

These flawed statistics cannot be used in positive predicti ve val ue for mul as, anc
given to the media, or politicians. Doctors should neverdismiss Lyme cases based on state

statistics. When reporting practices differ so greatly, statistics are meaningless. This is like

comparing apples to zebras.

(Sara went on to discuss her case, and how, although she had a classic EM after tick bite, doctors
told her she di &hesubsequendysas chromdc sympteeng)t me nt .
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Liz Schmitz, Georgia Lyme Disease Association:

Lyme Disease in Georgia and the Southeast

| 6m Li z S c hGeorgia kymd DiseassAssotiation. Thank you for your kind
sentiments at the beginning of this call, Dr. King. | absolutely appreciate them and also the
opportunity to speak.

In 1989, Georgia was 4™ highest in the nation in the number of CDC reported Lyme cases, with
715 on record. 114 GA counties reported cases. That year, our legislators funded free blood
tests at our health department and found these. The following year, before funding ran out, they
documented 161 cases.

Since then, southern scientists have identified Borrelia burgdorferi in thousands of tick and
animal specimens from across our region, including mammals, birds, and wild reptiles. One
companyods |l ab test confirmed Lyme disease 1in

IN1994,Ly me di s eas e Toald @mraumicablegDiseasésdist. In 1999, a human
study in Georgia found that 30% of EM patients did have Lyme disease. Surrounding states
have consistently reported cases.

Some now say those Hallde GPR o Big tiviere @ealis fellswupw e r e
studies to support that assumption?

In 1994, a GA state epidemiologist spoke at our support meeting and was interviewed on TV.
He stated -they believed there were thousands of Lyme cases being misdiagnosed or
undiagnosed across Georgia each year.

We hear from hundredsof southeastern patients who have compatible history and positive tests.

Many medi cal professionals donét recognize an
Positive test results are often not reported. Even public health officials tend to dismiss our

positive cases, although Lyme experts have documented that false positives are rare.

At a taped conference in 2007, a CDC official disturbingly advises medical attendees, that if a
tick bite patient comes forward in the Southeast, with all symptoms and even positive serology,



thereds only a 5 %lepasicallptallbthem io asspmeithtsedare falkey me .
positives.

This is troubling from someone who is employed by our government to protect public health.
Why woul dndt medi c alrepgtdehesgpchses andbhave thkem onvestigatedyy ed t o

We must stop reporting that Bb is rare in the SE when independent, large-scale, human studies

havendt been done. FIl awed reporting practices
dismissed cases, and lack of county-by-county tick flagging studies, all combine to prevent us
fomassessing true prevalence. To assume all th

STARI, is dangerous.

| reported 75 local cases directly to CDC and GA state officials last year. 1 was told we don't

have funding to study these. Andlwastol d, with so few cases on the
get funding.

So éwe ha vfndihgdo fihda@ageg but we have to have cases to get funding?

With reasoning so circular, how is an infection ever supposed to emerge?

We need to investigate of the possibility of other tick vectors, Borrelia reservoirs, various hosts
and transmission here. Why hasnoét this been d

Untreated Lyme is serious. Lack of recognition turns a potentially curable illness into one that
can cause permanent damage. Public health officials and medical providers have a responsibility
to take eachreport of Lyme disease seriously and to investigate these fully.

Thank you.
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Angela Allen, South Carolina

Doctors need to be Educated about Basic Lyme facts

My name is Angela Allen and |1 &d&dm an advocate f



After nearly 30 years of published research, the number of medical providers uneducated about
Lyme disease is alarming. We frequently hear from Southeasterners misdiagnosed because
many medical professionals do not understand the most basic Lyme disease &cts. Everyone
agrees upon the importance of diagnosing and treating this infection_early, so this should be
addressed immediately

Many patients are misdiagnosed at the time they have a rash following a tick bite, because
medi cal pr ovi dtethas to @lpupod negatkventast wesults.eWhen the tests come
back negative, the doctor declares that they

Suffering patients wander from doctorellt o doct
youhada Lyme t est a rPaientsarelofennottretested untibyeats kater, only to

learn that they do have Lyme. By this time the infection, that couldhave been effectively treated

at the onset, has left permanent damage and ongoing problems. How many people are never

retested and treated?

The medical literature has long indicated that testing is problematic in the early stages. The
majority of patients will not test positive for many weeks because antibody levels are not yet
high enough. Why do our doctors not know this by now?

We even hear from patientswhotestf ul@QYC iposi ti veo, with compatiob
being told they cannot possibly have Lyme, and are denied treatment.

We live in a mobile society, people travel and can contract Lyme easily. Even if we only have 25
cases reported in the state this year, a doctor should neverassume that the patient standing in
front othe2ficase i snot

We hear from an alarming number of citizens who tell us they remove ticks improperly. Doctors
should know thiscouldpl ay a significant role in transmisSs
attached for 24 hours.

Factors that affect test results uebfat many of

antibiotics, timing, fluctuating antibodies, and various local Bb strains and species that are not
detectible.

Other facts our medical providers need to know include:

- Lyme disease and STARI are indistinguishable at onset so EMs must be treated

- Retreatment may be necessary



In winter months, adult deer ticks do feed on humans in the South.

Lyme symptoms can appear months to years after a tick bite

CDC reporting criteria should notbe used to diagnose Lyme

There is currently no test that can rule out Lyme

Most patients will not consult an infectious disease doctor about a tick bite. Therefore, every
single doctor across this countsiould know how to recognize, diagnose, and treat Lyme
disease EARLY, if we are to protect public health.
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Lisa Higgins, Tennessee

Testing needs/daignGgsiics messagedadmedical providers

|l 6m Lisa Higgins, advocate from Tennessee.

We constantly hear from sick people coming forward after tick bites across the South, who test
positive for Lyme disease and respond to antibiotic treatment. Some d o n 8 tCDICa v e
r e p o r takardsultsebtit show various bands specific to Borrelia burgdorferi, on their Western
Blots. Many also have compatible history with tick bites, EMs, and symptoms.

This situation has been ignored for far too long. There is no way to rule out Lyme disease in
these patients. They may have traditional Lyme or a strain of Borrelia burgdorferi that simply
candt be detected with a Western blot that wus

Scientists have documented more strains of the Lyme bacteria here in the South, than there are in
the North. While some of these strains may not be pathogenic, or could be causing only mild
illness, some could be causing symptoms far more severe than in cases seen up North. We see



patients debilitated by Lyme all the time, yet no independent human studies have been funded
here by the CDC or NIH.

A recent Scottish study proved that adding local Borrelia strains in a single mixed antigen

significantly improved western blot sensitivity. Another study proved in milder climates, there

are more diversified strains. We desperatelyeed a regional Western Blot using southern strains

and species, so that patients wondt go untrea

Webre seeing a di st urDespitatge wagmnmngdmtheCDC welssitelnatb r e p o
to use reporting criteria to diagnose Lyme, written directives now appear on individual patient

lab results that are sent directly toour doctors, instructing them to adhere to the very strict CDC

surveillance criteria to diagnose Lyme. The wording of these interpretations actually indicates

that all patients must have CDC reportable test results to be diagnosed. This is dangerous and lets

thousands of patients fall thru the cracks. Without early treatment, these patients can become

disabled and chronically ill, leaving them personally devastated, as well as a costly burden to our

nation.

Dr. David Volkman, Lyme researcher and former Senior Investigator at the NIH, recently wrote:

Al n or der tthe geogedhicaldy kexpaypding imcidenck of Lyme disease, the CDC

tried to derive a case definition that would include only definitive cases. Dr. Steere and | were
members of the ACommittee to Develop @e Survei
CDC explicitly cautioned against using this restrictive case definition for clinical diagnosis and

reiterated this proscription with everyre-i ssui ng of it s A Sthasheema | | ance
source of frustration and confusion that some in the medical community wrongly insist that a

Lyme patient must satisfy CDC criteria.o

Ticks bites occur daily and year round in the south. We need to study tick vectors, hosts, various
strains and species, and humans, immediately.



