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          Lyme Disease Association, Inc.  
 

 
                 PO Box 1438, Jackson, New Jersey 08527    

              888-366-6611  HLymeliter@aol.comH  732-938-7215 (Fax) 
LymeDiseaseAssociation.org  

                                                                   
September 3, 2008 
 
Col Roger Gibson 
Defense Health Board  
Five Skyline Place, Suite 810 
5111 Leesburg Pike 
Falls Church, VA  22041-3206 
 
ATTN:  Lisa Jarrett 
 
RE:  Defense Health Board Meeting, Sept 4-5, 2008 
 
Dear Col Gibson, 
 
I am writing on behalf of the national Lyme Disease Association (LDA).  Please find attached my 2 page 
submission statement and attachments for the Defense Health Board meeting being held on September 4-
5, 2008.    Thank you for giving time and attention to this important matter for members of the military 
and their families. 
 
Please let me know if I can be of further assistance. 
 
Sincerely,  
 

 
 
Patricia V. Smith 
President 
732 713 9083 
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Lyme Disease Association, Inc.   
Diagnosis and Treatment of Lyme & Other Tick-Borne Diseases in the Military Health System 

Defense Health Board Meeting, Sept 4-5, 2008      2 page Statement  
 

The roots of the national Lyme Disease Association (LDA) extend back about 20 years to a regional then statewide 
then national organization (1999).  Over that time, LDA has heard from numerous individuals in all branches of the 
military regarding Lyme disease, especially their inability to receive appropriate treatment and even diagnosis.  
LDA has spoken about Lyme disease on several bases and presented a 2002 educational briefing for military 
officials at a DC meeting arranged by then House Veteran’s Committee Chair, Congressman Christopher Smith 
(NJ).  LDA provided noted clinicians who educated military officials from all branches of the armed services about 
chronic Lyme disease and the problems faced by Lyme disease patients (Attachment 2). Military doctors indicated 
they faced the same set of “political” problems in treating their Lyme disease patients. There was on-going dialogue 
subsequent to the meeting with several of the officers regarding information on Lyme treatment. After the start of 
the War, no further communication was forthcoming. 
  
LDA has been invited twice to US Army Centers for Health Promotion & Preventive Medicine (CHPPM), 
Aberdeen Proving Grounds, where LDA has shared in informational meetings the research LDA has supported, and 
CHPPM has shared its extensive work on identifying tick-borne disease organisms in various ticks found on 
military installations nationwide. CHPPM discussed its mapping of military installations for risks of Lyme disease 
and its plan to beam that information to satellites which then will convey it to handheld devices, alerting troops to 
the presence of ticks. CHPPM shared development of technology which enables it to test ticks in the field for any 
known disease agent, so that troops can be treated immediately if bitten by infected ticks. CHPPM has been both a 
speaker and exhibitor at LDA’s annual scientific conference for physicians on tick-borne diseasesíconferences 
jointly sponsored with New York’s Columbia University. The LDA’s 9th annual scientific conference in San 
Francisco Oct. 17, 2008, has a speaker from the Armed Forces Institute of Pathology who will discuss the 
pathology of Lyme carditis (Attachment 3). [Lyme can also produce palpitations, heart block, and valve prolapse.] 
 
LDA has met with Department of Health & Human Services, (CDC and NIH video teleconferenced in), with the 
Centers for Disease Control & Prevention (CDC) Director, Dr. Julie Gerberding, and the CDC science director, and 
in 2007, I (LDA President Pat Smith) was invited to Ft. Collins Colorado where Lyme disease is studied, to present 
to the entire Vector-Borne Disease Division the problems associated with diagnosis and treatment of patients 
(Attachment 4), since CDC surveillance guidelines are being improperly used to diagnose/treat Lyme. I mentioned 
the similarity of diagnostic and treatment issues pertaining to civilians and military personnel and their families.  
 
The root of the Lyme problem stems the nature of chronic Lyme disease. The Infectious Diseases Society of 
America (IDSA) has developed Lyme disease treatment guidelines which say there is no chronic Lyme disease. The 
guidelines recommends against doctor discretion in diagnosis, against all long-term antibiotic treatment, against 
alternative treatments and even against some supplements. 1  
 
Connecticut Attorney General, Richard Blumenthal, initiated an investigation into the guidelines, citing conflicts of 
interest by panel members and exclusionary conduct in the guidelines’ development. In May 2008, IDSA and Mr. 
Blumenthal reached an agreement. IDSA must completely review the guidelines with a new process that includes 
transparency and excludes conflicts.  All current panel members are excluded from the new panel, and an ethicist 
will oversee the new panel selection to ensure integrity of the process. Doctors and researchers will be able to input 
a broad range of science to support viewpoints, something which did not occur in the first process (Attachment 5).  
 
Clinicians belonging to the International Lyme & Associated Diseases Society (ILADS) have also developed Lyme 
guidelines which are much broader and make broad recommendations pertaining to the diagnosis and treatment of 
all Lyme disease, including chronic. Both guidelines are on the HHS’ National Guidelines Clearing House thus are 
evidence-based.2 
 
When more than one standard of care exists, the question is who decides the appropriate course of treatment for the 
patient.  Under the medical ethical principle of autonomy, the treatment decision belongs to the patient. Thus, the 
American Medical Association requires that the physician disclose and discuss with the patient the risks and 
benefits of the proposed treatment and also the risks and benefits of available alternative treatments.3  The legal 
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doctrine of informed consent also requires that patients be advised of material treatment options.  Treatment choices 
involve trade-offs between the risks and benefits of the options that only patients can make, since they understand 
the risks they are willing to take and their own quality of life issues.   

The ideal antibiotics, route of administration, and duration of treatment for persistent Lyme disease are not 
established.  No single antibiotic or combination of antibiotics appears to be capable of completely eradicating the 
infection, and treatment failures or relapses are reported with all current regimens, although they are less common 
with early aggressive treatment.  
 
No clinical studies have determined the optimal antibiotics or the optimal duration of treatment.  Controlled clinical 
studies to date have been limited and conflicting, although two out of the three studies showed improvement on re-
treatment. Non-controlled studies also indicate that most patients improve with continued treatment (Attachment 6). 

If not diagnosed early or inadequately treated, chronic disease may develop. Estimates range from 15-40% of Lyme 
cases may go chronic.4 Ample peer reviewed scientific literature does exist which documents chronic Lyme 
disease. A recent mouse study shows after long term treatment, viable spirochetes survive, can be acquired by ticks 
feeding on those mice, and then can infect other mice.5 Dog studies have shown persistence of the spirochete as 
have studies in monkeys. Human examples also exist. 6 

A recent CDC study “indicates that it is possible to acquire B. burgdoferi infection via transfused blood in a mouse 
model of Lyme borreliosis.” 7  Although human transmission has not been proven through that route, prior studies 
have demonstrated that the bacterium that causes Lyme, Borrelia burgdorferi, can survive blood banking 
conditions. So a dilemma exists. Persistence of the spirochete has not been accepted by those in academia (IDSA 
guidelines panel), thus individuals who have chronic disease are told they do not have Lyme disease.  Some of 
those people are continuing to donate blood, when later studies may show that to be a route of transmission 

The diagnostic and treatment picture of Lyme disease is also clouded as many new tick-borne diseases become 
prevalent, but often go unrecognized.  Anaplasmosis, babesiosis, encephalitis, tularemia, bartonella, are all tick-
borne diseases which may be transmitted by the same bite of the deer tick.  If Lyme is not recognized or remains 
inadequately treated, several of those bacterial diseases, e.g., anaplasmosis, which use the same antibiotics, may 
never get diagnosed or appropriately treated. 

STARI (Southern tick-associated rash illness), a Lyme like disease, which may even include a bull’s eye rash (EM), 
has no diagnostic test. The organism, Borrelia lonestari, is closely related to the one which produces Lyme disease, 
Borrelia burgdorferi, but lonestari is acquired by the bite of a lone star tick. Personnel who are bitten by a tick may 
get an EM rash, but in an non-endemic area without any positive test, they may not be able to be treated (same 
initial treatment as Lyme) if the military is improperly using CDC surveillance guidelines. (In a non-endemic area  
with an EM, a positive test for Lyme is required.)  If they have an EM with no history of tick bite (few recall a tick 
bite8) or type of tick which attached is unknown, their opportunity for treatment is even slimmer. 

We ask at this time, that the Defense Health Board review this material and material presented by others which 
indicates that the science surrounding Lyme disease is still unsettled. Diagnostic and treatments protocols should 
not be cast in stone when there are conflicting viewpoints. The clinicians in the trenches diagnosing and treating 
patients are at loggerheads with academics who have reached conclusions which may not hold up when the full 
spectrum of science is performed and analyzed.  The same clinicians are also fighting against strict CDC 
surveillance only standards which are improperly being used to justify cutting off treatment. Meanwhile, patients 
require treatment for their disease to alleviate their suffering and to make them productive members of society. 

The Board should change the Lyme diagnosis and treatment policy to allow treatment under both the IDSA 
standard of care and the ILADS standard of care for Lyme and for all tick-borne diseases.  The use of surveillance 
criteria to restrict diagnosis/treatment should not be permitted. Military insurance needs to include such provisions. 

Final numbers from CDC show that 2007 was a record year for reported Lyme disease cases with a 39% increase 
over 2006.9 The military are at high risk for Lyme disease and they require and deserve prompt diagnosis and 
treatment. If physicians used by the military are not knowledgeable about tick-borne diseases, personnel should be 
able to avail themselves of knowledgeable treating physicians without penalty to prevent further long-term 
implications of Lyme disease. Physicians should be encouraged to attend CME conferences on tick-borne diseases. 
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ATTACHMENT 1  

ENDNOTES 

 
1 http://www.guideline.gov/search/searchresults.aspx?Type=3&txtSearch=Lyme&num=20 
2 http://www.guideline.gov/search/searchresults.aspx?Type=3&txtSearch=Lyme&num=20 
3 Johnson, Lorraine, JD, MBA, Stricker, Ray MD, Expert Rev., Anti-Infective Ther. 2(4) 2004 
4 Asch ES, DI Bujak, M Weiss, MG Peterson, and A Weinstein. Lyme disease: an infectious and postinfectious 
syndrome. J  Rheumatol. 1994; 21(3): 454-61;  Shadick NA, CB Phillips, EL Logigian, AC Steere, RF Kaplan, VP 
Berardi, PH Duray, MG Larson, EA Wright, KS Ginsburg, and et al. The long-term clinical  outcomes of Lyme 
disease. A population-based retrospective cohort study. Ann Intern Med. 1994; 121(8): 560-7; Shadick NA, CB 
Phillips, O Sangha, EL Logigian, RF Kaplan, EA Wright, AH Fossel, K Fossel, V Berardi, RA Lew, and MH 
Liang. Musculoskeletal and neurologic outcomes in patients with previously treated Lyme disease. Ann Intern Med. 
1999; 131(12): 919-26. 
5 Antimicrobial Agents and Chemotherapy, Barthold, SW Mar. 2008 
6 (Table p. 540) Johnson, Lorraine, JD, MBA, Stricker, Ray MD, Expert Rev., Anti-Infective Ther. 2(4) 2004 
7 1: J Parasitol. 2006 Aug;92(4):869-70. Gabitzsch ES, Piesman J, Dolan MC, Sykes CM, Zeidner NS.  Transfer 
of Borrelia burgdorferi s.s. infection via blood transfusion in a murine model. 
8 Dahl, Mark V. MD, Journal Watch Dermatology July 20, 2007Targeting Tick BiteReactions 
9 CDC. Summary of notifiable diseases, United States, 2007. MMWR 2007;56(53) 
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Lyme Disease Association Page 5 9/3/2008 
                                                                                                                                                                                                            

ATTACHMENT 2 
 
Tuesday, September 17, 2002 
 
Press Release 
 
SOURCE: Lyme Disease Association 
 
CONGRESSMAN TAKES AIM AT LYME DISEASE IN THE MILITARY 
 
Lyme Disease Association urges higher education for physicians 
 
 
ROBBINSVILLE, NJ –- September 16, 2002- Rising concern over debilitating cases of Lyme disease that go 
undiagnosed has led the Lyme Disease Association (LDA) to initiate a meeting aimed at educating physicians to 
recognize symptoms of Lyme disease and tick borne maladies. The LDA has the support of Rep. Chris Smith (R-
NJ), Chairman of the House Veterans Affairs Committee who will host the meeting in Washington DC on 
September 18th.  
 
"It has come to my attention that the official military treatment for Lyme has taken on a one-size-fits-all approach 
that is often inappropriate," Congressman Smith said. "Military physicians need to understand that in many cases 
Lyme cannot be treated in 28 days with a simple antibiotic regimen." 
 
Lyme disease is caused by the bacterium Borrelia burgdorferi, which is transmitted through the bite of an infected 
tick. It is often difficult to diagnose and to treat. Symptoms include headache, fever, muscle and joint aches, severe 
fatigue and malaise and sometimes, the “bulls-eye” rash. According to the CDC, approximately 16, 000 new cases 
of Lyme are reported in the U.S. each year, but because of the strictness of reporting guideline, many experts, 
including the International Lyme and Associated Disease Society (ILADS), believe 90 percent of Lyme infections 
are not reported. Evidence is also growing that the standard four-week cycle of antibiotic treatment is ineffective, 
and that the disease requires antibiotic therapy for longer periods of time.  
"Our agenda is simply to make the case that Lyme is more than a simple infection with a four-week plan of action," 
said Congressman Smith. "We want to make sure that our military families get the very best care possible, and 
additional training and exchanges like the event we have planned on Sept. 18 is an excellent way to get the 
process started." 
 
Colleen Nicholson is married to an Air Force Captain. She was bitten by a tick four years ago and exhibited all the 
classic symptoms. Her military physician treated her with a four-week course of antibiotics, and when symptoms 
persisted she was told she could not possibly still have Lyme. Finally, after several false starts, including 
unflattering references to her mental stability, Nicholson went off base to consult with a Lyme-literate civilian 
physician who diagnosed her condition as chronic Lyme and placed her on a regimen of medication that has led to 
significant improvement. 
 
"I feel like I lost four years of my life," said Nicholson who is a mother of three. "I would have liked to have had more 
children and been able to do more things with my family. Instead, that time is lost forever and we've decided not to 
have more children in light of my condition.  
 
"Now that I understand what has happened to me, I've begun a support group for military families with Lyme, and 
I'm finding that we all get treated the same, and if we don't get better in four weeks it's insinuated that the problem 
is in our heads."  
 
Congressman Smith's meeting will begin at 2 p.m. and take place at 2373 Rayburn in Washington, D.C. Attendees 
will hear from the Congressman and several medical experts in the treatment and affects of Lyme disease. "Military 
families make tremendous sacrifices every day in the name of freedom," he said. "Ensuring that the care they 
receive is at least on a par with that received by civilians is the very least we can do." 
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ATTACHMENT 3 

 
 

AGENDA MORNING    LDA/COLUMBIA 
Lyme and Other Tick-Borne Diseases: Solutions Through Cutting-Edge Science” 

 
Friday - October 17, 2008 

 
 
7:30-8:00 AM    REGISTRATION/BREAKFAST/EXHIBITS 
 
8:00-8:15 AM         Welcome, Remarks, & Introduction  
      Patricia Smith, President, Lyme Disease Association 
     Introduction of: Brian A. Fallon, MD, MPH  

  Morning Session Facilitator 
 
8:15-9:00 AM        Keynote Address 
                                          Steven W. Barthold, DVM, PhD 

Distinguished Professor, School of Veterinary Medicine, UC Davis 
                                          “A Mouse Model for Persistent Lyme Disease” 

 
9:00-9:35 AM    Mario T. Philipp, PhD 
                                          Chairman, Division of Bacteriology & Parasitology, Tulane Medical School                             

“Pathogenesis of Neuroborreliosis in Rhesus Monkeys” 
 
9:35-10:10 AM   Steven Schutzer, MD 

Professor, Dept. of Medicine, UMDNJ 
“Pathogens in Ticks: Eastern Versus Western United States” 

 
10:10-10:45 AM   Patricia A Conrad, DMV, PhD 

Professor, Dept. of Pathology, Microbiology & Immunology, UC Davis 
 “Babesia duncani and Babesia microti: Genetic Differences and Clinical Features” 

  
 
10:45-11:00          BREAK 
                  
11:00-11:35 Diego Cadavid, MD 

   Associate Director, Biogen Idec, Cambridge 
  “Neuroborreliosis and the Role of IL-10” 

 
11:35 – 12:10   Brian A. Fallon MD 

Associate Professor of Clinical Psychiatry, Columbia University Medical                                               
Center 

   “Biomarkers of Central Nervous System Lyme Disease” 
 
12:10-12:20                Discussion 
 Morning Session Facilitator 
 
12:20 – 1:30 pm   LUNCH BREAK 
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AGENDA AFTERNOON LDA/COLUMBIA 
Lyme and Other Tick-Borne Diseases: Solutions Through Cutting-Edge Science” 
 
 
1:30 – 2:05 pm Chris Contag, PhD 

Associate Professor, Dept. of Pediatrics and Microbiology and            Immunology, 
Stanford University School of Medicine 

   “Molecular Biophotonics: Imaging the Immune System and Infection” 
  
2:05 – 2:40pm   George Chaconas, PhD 

   Department of Biochemistry & Molecular Biology,University of                                                  
 Calgary 
  “3-D Real-Time High Resolution of the Lyme Disease Spirochete” 

 
2:40 – 3:15pm      Armin Alaedini, PhD 

Dept. of Neurology and Neuroscience, Weill Medical College/Cornell    . University 
   “Immunological Findings in Post-Treatment Lyme Disease” 

 
3:15-3:30               AFTERNOON BREAK 
 
3:30 – 4:05 pm   John G. Keilp, PhD 

Associate Professor, Dept. of Psychiatry, Columbia University Medical  Center 
   “Neuropsychological Profile of Lyme Disease Versus Depression” 
 

4:05-4:40pm         Fabio Tavora, MD 
   Armed Forces Institute of Pathology, Washington, DC 
   “Cardiovascular Pathology of Lyme Carditis Confirmed By PCR” 

 
4:40-5:15pm         Suzanne Vernon, PhD 

   Scientific Director, CFIDS Association of America 
   “Chronic Fatigue Syndrome: Current Research Advances” 

 
5:15-5:50 pm   Panel Discussion 
   “What are the human implications of animal model research”  
 
5:50-6:25pm         Benjamin Luft, MD 
    Professor of Medicine, State University of Stony Brook, NY 
   TBA 
 
6:25-6:35pm                   Discussion & Closing Remarks  
                                         Brian Fallon, MD 
 
6:35-8:35pm   NETWORKING RECEPYION 
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ATTACHMENT 4 

 
 

Lyme Disease Association, Inc. 
PO Box 1438, Jackson, New Jersey 08527 
888-366-6611 Lymeliter@aol.com 732-938-7215 (Fax) 
LymeDiseaseAssociation.org 
 
Dr. Ben Beard, Director 
Bacterial Diseases Branch, DVBID, NCZVED 
CDC, Foothills Campus 
3150 Rampart Road 
Fort Collins, CO 80521 
 
September 9, 2007 
 
Dear Dr. Beard, 
 
On behalf of the Lyme Disease Association, I want to thank you for the opportunity to have met and 
spoken with the Vector-Borne Disease Division on August 28. I was pleased to be invited and to be able 
to discuss Lyme from the patient perspective, an important one that is often missed in the Lyme disease 
story. 
 
I felt that the CDC audience was attentive to my afternoon presentation and understood from the 
patient/family perspective how devastating this disease is and how little understanding there is about it 
and how little compassion for patients. I hope they also understood my message about the impact of 
official and unofficial policies of CDC on the plight of the patients. 
 
I especially thank the many who took time out afterward to meet me and personally thank me for being 
there and sharing. Those gestures meant a lot to me. 
In the small group sessions, I felt that we were able to be candid and agree to disagree on certain issues, 
and we even ironed out some issues. 
 
I think this initial meeting was beneficial to both CDC and patients. Of course, I am not the scientist, but I 
look forward to a much needed meeting between the Division and treating physicians, where I believe 
areas of agreements can be reached in good faith that will eventually put an end to this stalemate that all 
concerned with Lyme disease are facing. I believe a partnership can be forged against this terrible 
disease, which is not abating and which appears unlikely to do so in the foreseeable future. 
 
I also accept the offer on behalf of LDA to explore a partnership with CDC in the area of prevention. Our 
agendas would seem to intersect in this area specifically, and I believe that together, we can provide a 
more geographically diverse focus on tick-borne diseases’ prevention. I look forward to this 
collaboration, and I hope, many others. 
 
I trust that you found the CDC NJ school district study we spoke about in the packet I left for you. Please 
do not hesitate to contact me if I can answer further questions about that or any Lyme issue or if I can 
further facilitate future contacts. 
 
Sincerely, 

 
Patricia V. Smith 
President 
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ATTACHMENT 5 
 

Connecticut Attorney General's Office 

Press Release 

Attorney General's Investigation Reveals Flawed Lyme Disease Guideline Process, IDSA 
Agrees To Reassess Guidelines, Install Independent Arbiter  

May 1, 2008 

Attorney General Richard Blumenthal today announced that his antitrust investigation has uncovered 
serious flaws in the Infectious Diseases Society of America's (IDSA) process for writing its 2006 
Lyme disease guidelines and the IDSA has agreed to reassess them with the assistance of an outside 
arbiter.  

The IDSA guidelines have sweeping and significant impacts on Lyme disease medical care. They are 
commonly applied by insurance companies in restricting coverage for long-term antibiotic treatment 
or other medical care and also strongly influence physician treatment decisions.  

Insurance companies have denied coverage for long-term antibiotic treatment relying on these 
guidelines as justification. The guidelines are also widely cited for conclusions that chronic Lyme 
disease is nonexistent.  

"This agreement vindicates my investigation -- finding undisclosed financial interests and forcing a 
reassessment of IDSA guidelines," Blumenthal said. "My office uncovered undisclosed financial 
interests held by several of the most powerful IDSA panelists. The IDSA's guideline panel improperly 
ignored or minimized consideration of alternative medical opinion and evidence regarding chronic 
Lyme disease, potentially raising serious questions about whether the recommendations reflected all 
relevant science. 

"The IDSA's Lyme guideline process lacked important procedural safeguards requiring complete 
reevaluation of the 2006 Lyme disease guidelines -- in effect a comprehensive reassessment through 
a new panel. The new panel will accept and analyze all evidence, including divergent opinion. An 
independent neutral ombudsman -- expert in medical ethics and conflicts of interest, selected by 
both the IDSA and my office -- will assess the new panel for conflicts of interests and ensure its 
integrity." 

Blumenthal's findings include the following: 

x The IDSA failed to conduct a conflicts of interest review for any of the panelists prior to their 
appointment to the 2006 Lyme disease guideline panel;  

x Subsequent disclosures demonstrate that several of the 2006 Lyme disease panelists had 
conflicts of interest;  

x The IDSA failed to follow its own procedures for appointing the 2006 panel chairman and 
members, enabling the chairman, who held a bias regarding the existence of chronic Lyme, 
to handpick a likeminded panel without scrutiny by or formal approval of the IDSA's oversight 
committee;  

x The IDSA's 2000 and 2006 Lyme disease panels refused to accept or meaningfully consider 
information regarding the existence of chronic Lyme disease, once removing a panelist from 
the 2000 panel who dissented from the group's position on chronic Lyme disease to achieve 
"consensus";  
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x The IDSA blocked appointment of scientists and physicians with divergent views on chronic 
Lyme who sought to serve on the 2006 guidelines panel by informing them that the panel 
was fully staffed, even though it was later expanded;  

x The IDSA portrayed another medical association's Lyme disease guidelines as corroborating 
its own when it knew that the two panels shared several authors, including the chairmen of 
both groups, and were working on guidelines at the same time. In allowing its panelists to 
serve on both groups at the same time, IDSA violated its own conflicts of interest policy. 

IDSA has reached an agreement with Blumenthal's office calling for creation of a review panel to 
thoroughly scrutinize the 2006 Lyme disease guidelines and update or revise them if necessary. The 
panel -- comprised of individuals without conflicts of interest -- will comprehensively review medical 
and scientific evidence and hold a scientific hearing to provide a forum for additional evidence. It will 
then determine whether each recommendation in the 2006 Lyme disease guidelines is justified by 
the evidence or needs revision or updating. 

Blumenthal added, "The IDSA's 2006 Lyme disease guideline panel undercut its credibility by 
allowing individuals with financial interests -- in drug companies, Lyme disease diagnostic tests, 
patents and consulting arrangements with insurance companies -- to exclude divergent medical 
evidence and opinion. In today's healthcare system, clinical practice guidelines have tremendous 
influence on the marketing of medical services and products, insurance reimbursements and 
treatment decisions. As a result, medical societies that publish such guidelines have a legal and 
moral duty to use exacting safeguards and scientific standards. 

"Our investigation was always about the IDSA's guidelines process -- not the science. IDSA should 
be recognized for its cooperation and agreement to address the serious concerns raised by my 
office. Our agreement with IDSA ensures that a new, conflicts-free panel will collect and review all 
pertinent information, reassess each recommendation and make necessary changes.  

"This Action Plan -- incorporating a conflicts screen by an independent neutral expert and a public 
hearing to receive additional evidence -- can serve as a model for all medical organizations and 
societies that publish medical guidelines. This review should strengthen the public's confidence in 
such critical standards."  

THE GUIDELINE REVIEW PROCESS 

Under its agreement with the Attorney General's Office, the IDSA will create a review panel of eight 
to 12 members, none of whom served on the 2006 IDSA guideline panel. The IDSA must conduct an 
open application process and consider all applicants.  

The agreement calls for the ombudsman selected by Blumenthal's office and the IDSA to ensure that 
the review panel and its chairperson are free of conflicts of interest.  

Blumenthal and IDSA agreed to appoint Dr. Howard A. Brody as the ombudsman. Dr. Brody is a 
recognized expert and author on medical ethics and conflicts of interest and the director of the 
Institute for Medical Humanities at the University of Texas Medical Branch. Brody authored the book, 
"Hooked: Ethics, the Medical Profession and the Pharmaceutical Industry."  

To assure that the review panel obtains divergent information, the panel will conduct an open 
scientific hearing at which it will hear scientific and medical presentations from interested parties. 
The agreement requires the hearing to be broadcast live to the public on the Internet via the IDSA's 
website. The Attorney General's Office, Dr. Brody and the review panel will together finalize the list 
of presenters at the hearing.  

Once it has collected information from its review and open hearing, the panel will assess the 
information and determine whether the data and evidence supports each of the recommendations in 
the 2006 Lyme disease guidelines. 
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The panel will then vote on each recommendation in the IDSA's 2006 Lyme disease guidelines on 
whether it is supported by the scientific evidence. At least 75 percent of panel members must vote 
to sustain each recommendation or it will be revised.  

Once the panel has acted on each recommendation, it will have three options: make no changes, 
modify the guidelines in part or replace them entirely.  

The panel's final report will be published on the IDSA's website.  

ADDITIONAL FINDINGS OF BLUMENTHAL'S INVESTIGATION 

IDSA convened panels in 2000 and 2006 to research and publish guidelines for the diagnosis and 
treatment of Lyme disease. Blumenthal's office found that the IDSA disregarded a 2000 panel 
member who argued that chronic and persistent Lyme disease exists. The 2000 panel pressured the 
panelist to conform to the group consensus and removed him as an author when he refused. 

IDSA sought to portray a second set of Lyme disease guidelines issued by the American Academy of 
Neurology (AAN) as independently corroborating its findings. In fact, IDSA knew that the two panels 
shared key members, including the respective panel chairmen and were working on both sets of 
guidelines a the same time -- a violation of IDSA's conflicts of interest policy. 

The resulting IDSA and AAN guidelines not only reached the same conclusions regarding the non-
existence of chronic Lyme disease, their reasoning at times used strikingly similar language. Both 
entities, for example, dubbed symptoms persisting after treatment "Post-Lyme Syndrome" and 
defined it the same way. 

When IDSA learned of the improper links between its panel and the AAN's panel, instead of enforcing 
its conflict of interest policy, it aggressively sought the AAN's endorsement to "strengthen" its 
guidelines' impact. The AAN panel -- particularly members who also served on the IDSA panel -- 
worked equally hard to win AAN's backing of IDSA's conclusions.  

The two entities sought to portray each other's guidelines as separate and independent when the 
facts call into question that contention.  

The IDSA subsequently cited AAN's supposed independent corroboration of its findings as part of its 
attempts to defeat federal legislation to create a Lyme disease advisory committee and state 
legislation supporting antibiotic therapy for chronic Lyme disease.  

In a step that the British Medical Journal deemed "unusual," the IDSA included in its Lyme guidelines 
a statement calling them "voluntary" with "the ultimate determination of their application to be 
made by the physician in light of each patient's individual circumstances." In fact, United Healthcare, 
Health Net, Blue Cross of California, Kaiser Foundation Health Plan and other insurers have used the 
guidelines as justification to deny reimbursement for long-term antibiotic treatment.  

Blumenthal thanked members his office who worked on the investigation -- Assistant Attorney 
General Thomas Ryan, former Assistant Attorney General Steven Rutstein and Paralegal Lorraine 
Measer under the direction of Assistant Attorney General Michael Cole, Chief of the Attorney 
General's Antitrust Department. 

View the entire IDSA agreement - (PDF-2,532KB) 

 
 
 
 
 

http://www.ct.gov/ag/lib/ag/health/idsaagreement.pdf
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ATTACHMENT 6 
 

Lyme Disease Treatment Studies 
No clinical studies have determined the optimal antibiotics or the optimal duration of treatment.  Controlled clinical 
studies to date have been limited and conflicting, although two out of the three studies showed improvement on 
retreatment.  Non-controlled studies also indicate that most patients improve with continued treatment.  The controlled 
and non-controlled studies are described below.   

Controlled studies of Persistent Lyme Disease 
Study Treatment Results Comments 

Krupp 
(2003)[1] 

4 weeks of IV 
ceftriaxone  

64% showed 
improvement on fatigue 
No improvement on 
cognition 

Cognition finding criticized because 
subjects were not selected based on 
cognitive impairment. Hence, improvement 
on this scale would not be expected since 
no initial impairment was demonstrated. 

Klempner 
(2001) [2] 

4 weeks IV 
ceftriaxone then 2 
months of oral 
doxycycline 

No improvement on SF-
36. 

Study criticized because subjects were not 
selected based on fatigue.  Improvement on 
this scale would not be expected since no 
initial impairment was demonstrated.  
ILADS has issued a position paper outlining 
in detail substantial criticisms of the 
study.[3] 

Fallon 
(2004) [4] 

10 weeks of IV 
Ceftriaxone Cognitive improvement  Preliminary results as data are still being 

analyzed and official report is being written.  

 

Despite the current focus on controlled studies, non-controlled studies often provide more clinically-relevant treatment 
information because they deal with the diversity of patients seen in practice and allow for more flexibility in terms of 
treatment approach. 

Non-Controlled Studies Supporting Longer Treatment Approaches or Retreatment  

Study Comments 

Oksi   
(1999) [5] 

9 of 13 patients (69%) with disseminated Lyme disease who were initially treated for 3 months with 
oral or IV antibiotics but subsequently relapsed had good response to retreatment with IV 
ceftriaxone for 4-6 weeks.  “ [T]reatment… with appropriate antibiotics for even more than 3 months 
may not always eradicate the spirochete and long term antibiotics may be necessary.” 

Donta 
(1997) [6] 

277 patients with chronic Lyme treated for between 1 and 11 months: 20% were cured, 70% 
improved and 10% had treatment failure. 

Oksi 
(1998) [7]  

30 patients with disseminated Lyme treated for 100 days, 90% with good or excellent responses: 
“prolonged courses of antibiotics may be beneficial in this setting”. 

Wahlberg  
(1994) [8] 

Success rates for 100 patients with late Lyme disease: 31% (4 of 13) with 14 days of ceftriaxone; 
89% (50 of 56) with ceftriaxone, then 100 days of amoxicillin and probenecid; and 83% (19 of 23) 
with ceftriaxone, then 100 days of cephadroxil. 

Fallon 
(1999) [9]  

18 patients retreated either with intravenous, intramuscular or oral antibiotics scored better on 
overall and individual measures of cognition.  Those retreated with IV therapy showed greatest 
improvement. 

 
The studies described above are necessarily limited to the choice of antibiotics tested and the duration that the 
antibiotics were given in the study.  They do not tell us what would happen if patients were treated with different 
antibiotics or for longer periods of time.  For a more detailed analysis of the treatment studies and treatment 
approaches, please refer to Treatment of Lyme disease--a medicolegal assessment [10] and ILADS Evidence-based guidelines for the 
management of Lyme disease [11]. 



Lyme Disease Association Page 13 9/3/2008 
                                                                                                                                                                                                            

 
References 

 
1. Krupp, L.B., et al., Cognitive functioning in late Lyme borreliosis. Arch Neurol, 1991. 48(11): p. 1125-9. 

http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Citation&list_uids=1953395. 
2. Klempner, M.S., et al., Two controlled trials of antibiotic treatment in patients with persistent symptoms and a history 

of Lyme disease. N Engl J Med, 2001. 345(2): p. 85-92. 
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Citation&list_uids=11450676. 

3. The International Lyme and Associated Diseases Society (ILADS), Evaluation of antibiotic treatment in patients with 
persistent symptoms of Lyme disease. http://www.ilads.org/position2.htm. 

4. Fallon, B.A. Laboratory findings in chronic Lyme disease and results of the controlled treatment study. in Lyme & 
Other Tick-Borne Diseases:Technology Leading the Way Conference. 2004. Rye Town, NY. 

5. Oksi, J., et al., Borrelia burgdorferi detected by culture and PCR in clinical relapse of disseminated Lyme borreliosis. 
Ann Med, 1999. 31(3): p. 225-32. 
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Citation&list_uids=10442678. 

6. Donta, S.T., Tetracycline therapy for chronic Lyme disease. Clin Infect Dis, 1997. 25 Suppl 1: p. S52-6. 
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Citation&list_uids=9233665. 

7. Oksi, J., J. Nikoskelainen, and M.K. Viljanen, Comparison of oral cefixime and intravenous ceftriaxone followed by 
oral amoxicillin in disseminated Lyme borreliosis. Eur J Clin Microbiol Infect Dis, 1998. 17(10): p. 715-9. 
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Citation&list_uids=9865985. 

8. Wahlberg, P., et al., Treatment of late Lyme borreliosis. J Infect, 1994. 29(3): p. 255-61. 
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Citation&list_uids=7884218. 

9. Fallon, B.A., Repeated antibiotic treatment in chronic Lyme disease. J Spirochet Tick Borne Dis, 1999. 
6(Fall/Winter): p. 94-101. 

10. Johnson, L.B. and R.B. Stricker, Treatment of Lyme disease--a medicolegal assessment. Expert Rev Anti-infect Ther, 
2004. 2(4): p. 533-57. 
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=pubmed&dopt=Abstract&list_uids=15482219. 

11. The International Lyme and Associated Diseases Society (ILADS), ILADS Evidence-based guidelines for the 
management of Lyme disease. Expert Rev. Anti-infect. Ther., 2004. 2(1): p. S1–S13. http://www.ilads.org/. 

 
 

http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Citation&list_uids=1953395
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Citation&list_uids=11450676
http://www.ilads.org/position2.htm
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Citation&list_uids=10442678
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Citation&list_uids=9233665
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Citation&list_uids=9865985
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&dopt=Citation&list_uids=7884218
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=pubmed&dopt=Abstract&list_uids=15482219
http://www.ilads.org/

