
 
 

PALtad POSITION PAPER 

RE: Lyme and Tick-Borne Disease Prevention, Education, and Research Act of 2015 

S.1503 

PALtad believes that S.1503 contains elements that are beneficial to the Lyme community; 

however, there are two (2) issues that must be resolved through amendment before full support 

can be provided, and one (1) issue that must be monitored over time. This white paper 

summarizes our concerns and proposals; details are provided in the attachments. 

Issues that must be resolved now: 

 Vaccine language (S.1503, page 12: line 24 & page 13: line 2).  While PALtad would 

like to see a “safe and effective” vaccine, a narrow-focus on a single (or a few) strains of 

Borrelia offers only a limited public-health benefit (i.e., given the large but currently 

unknown number of disease-causing strains and associated co-infections).  Given the cost 

of vaccine development and testing, and the perception of protection, any candidate 

vaccine must have demonstrable effectiveness against the full range of Borrelia strains 

and co-infections endemic in the U.S. (at least) or the world.  Furthermore, given the 

history of vaccine development associated with Lyme disease, the less-than-perfect 

knowledge regarding Borrelia diversity and co-infections, symptom variation due to 

genetic and possibly other factors, and the difficulty of accurately screening patients in 

any clinical trial as well as during eventual distribution, safety assessment of a human 

vaccine must be particularly stringent in this case.  

(For more details see Attachment #1)  

 

The current language in the bill must be clarified as follows: 

(E) exploring the utility and potential for the development of a single vaccine, or small 

group of vaccines, that would be safe and effective against all common strains of Lyme 

disease and  associated tick-borne diseases.  Assessments should consider non-traditional 

modalities such as tick and mouse vaccines, and should address normal human genetic 

variation, and the full and combined range of symptoms, for Lyme disease and other tick-

borne infections. 

 Treatment Outcomes Objectives (S.1503, page13: lines14-16).  We believe it is too early 

to address this objective in the context of the envisioned Advisory Committee and its 

projected work flow.  The science is incomplete, and a “rush to judgment” could 

inadvertently result in a set of standards that “define away the problem”, resulting in 

failure to treat, or failure to completely treat, large numbers of patients with Lyme disease 

or one/several of its co-infections.  (For more details see Attachment #2) This could have 

serious and adverse long-term consequences.  Therefore, paragraph (B) should be 
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DELETED in its entirety, and the “Clinical outcomes research” paragraph (5) should be 

amended to focus only on the epidemiological research objectives: 

(5)  [T]he establishment of epidemiological research objectives to determine the long-

term course of illness for Lyme disease.  

[subparagraph (B) deleted in its entirety] 

 

Issue that must be monitored over time - The Composition of the Advisory Committee 

Despite the clear intent of the bill to provide for diverse and well-rounded membership, 

PALtad remains very concerned regarding the scientific diversity of the Tick-Borne 

Diseases Advisory Committee, and the ability of all of its members to influence the 

deliberations and output of the group.  The Committee must seek out diverse research and 

must be prepared to consider the experiences of chronic Lyme patients that are 

inconsistent with much of the existing literature.  Properly implemented, the Advisory 

Committee can be enormously beneficial in the fight against Lyme and tick-borne 

diseases and in fighting its chronic form.   

On the other hand, if the Committee lacks full diversity, and lacks respect for evidence-

based science that challenges accepted theories, meaningful advances at the Federal level 

could be blocked for a decade or more.  This would delay the development of new 

diagnostic and treatment options, for the variation in strains of disease-causing organisms 

currently recognized, that are critically needed.   

As an example, most of the federal resources over the last 30 years have gone to research 

that has “confirmed a negative”, which has not led to successful treatment for Lyme 

sufferers and their associated diseases, rather than positive research that addresses the 

real symptoms of real patients who continue to suffer in large numbers.  New researchers, 

with fresh ideas, are needed to bring new solutions that have the potential to actually 

address the serious problems faced by this community.   

We urge all supporters of this bill, both in the House and the Senate, to “stay focused” if 

this bill is passed.  It will be imperative that you monitor the Committee from the 

moment of its inception.  Only our elected leaders, and the spotlight of public hearings, 

will guarantee that the Advisory Committee represents the proper balance of scientific 

viewpoints and patient advocacy, that its deliberations are carried-out with transparency 

and respect for minority views as well as the proper rules of scientific inquiry, and that its 

final output represents the complete and balanced viewpoint that we all seek.   
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ATTACHMENT #1: VACCINE LANGUAGE 

 

S.1503, page 12, line 24 & page 13, line 2 

Current text: 

(E) exploring the utility and potential for the development of a safe and effective vaccine 

against Lyme disease and other tick-borne diseases. 

 

Our Concern: 

PALtad would like to see a truly “safe and effective” vaccine for Lyme disease; however, the 

history of vaccine development for Lyme disease highlights the care and concerns that must be 

addressed.   

The only Lyme vaccine licensed for human use (LYMERix) was developed by SmithKline 

Beecham (SKB)and marketed between 1998 and 2002.  It required 3 doses over a one-year 

period, was intended to protect against the “North American” strain of Lyme disease (we now 

know that this was a simplification due to inadequate science -- there are many strains in North 

America alone that would have “slipped by” the vaccine), and was intended for use by those 

aged 15-70 in Lyme-endemic areas.  Roughly 1.4 million doses were distributed; however, it is 

not clear how many were actually administered to patients.  Certainly no more than 500,000 

people could have received all three doses of the vaccine; potentially, the total number was much 

lower.   

During the Phase III clinical trials (roughly 11,000 people), some severe inflammatory responses 

were observed, in some cases associated with neurologic, arthritic or cardiac symptoms.  While 

the reported incidence was not substantially different between active and placebo-controlled 

groups, at least some patients who developed apparently unrelated health problems were 

dropped from the study, and their health problems were not included in the summary statistics, 

thereby weakening the value of the trial and the evidentiary basis for determining safety.  

During the distribution period (1998-2002), reports began to surface of adverse reactions to the 

vaccine – some extremely serious. The truth of these reports, their number in the population, and 

their statistical significance, may never be fully known with high confidence.  But many in the 

Lyme community are convinced that significant numbers of patients were adversely affected.
1
    

                                                 
1
 A retrospective study based on the Vaccine Adverse Events Reporting System (VAERS) noted 905 adverse events 

associated with the LYMERix vaccine.  The study authors concluded that this was not statistically significant.  

Indeed, they noted that even if only half of the distributed vaccine doses were actually administered (therefore about 

250,000 patients treated), the reported number of arthritis cases would have been less than half of the extrapolated 

results from the Phase III clinical trial.  They conclude that the vaccine did not introduce any unexpected outcomes.  

However, an alternate conclusion is that the VAERS-based study was flawed and its results should be discounted 

– after all, if the VAERS database were truly representative, it should have mirrored the Phase III trial results (at 
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As early as 1990, Dr. Steere, et. al., reported that certain patients exposed to OspA (i.e., those 

with HLA-DR 2 and HLA-DR 4 genetics) have a high rate of chronic illness and do not respond 

to antibiotic therapy. (N Engl J Med 1990 Jul 26; erratum in N Engl J Med 1991 Jan 10)  In 

addition to demonstrating a mechanism for chronic Lyme disease, this paper indicates that any 

future vaccine trial should have been sensitive to specific genetic sub-populations in order to 

ensure safety and efficacy.   

In 2002, after four years of vaccine distribution, representatives from the Lyme patient 

community, and associated researchers and physicians, met with representatives of the FDA (22 

January 2002).  Patient advocates reported that most patients with adverse events were not 

reported to the VAERS by physicians; also, some physicians reported that the vaccine causes 

Lyme disease to be retriggered.  Andrea Gaito, MD, reported that 35 of her patients had 

problems stemming from the vaccine.  She presented case reports with very serious and chronic 

symptoms including arthritis-like presentations, Obsessive Compulsive Disorder, headache, and 

fatigue.  Further, she noted at least one case where a patient was given the vaccine regime (all 3 

shots), but subsequently became sick with Lyme disease after being bitten by a tick.  This patient 

did not respond to treatment.  Donald Marks MD, PhD, gave a presentation identifying some of 

the scientific issues perceived at that time.  He noted that people receiving LYMERix after the 

product launch were at a greater risk for adverse reactions because they lived in endemic areas; 

also, the data seemed to support the theory that LYMERix induced disease reactivation.
2
  Dr. 

Marks noted that SKB used confusing language that masked adverse data, and proved misleading 

to physicians.  He also noted the company’s reliance on a mouse trial to demonstrate safety was 

meaningless because the mice did not possess the HLA marker known to interact with OspA in 

humans.  Furthermore, he noted that the “dirty banding” in blood tests of vaccinated individuals 

made it impossible for physicians to differentiate between LYMERrix vaccination, new infection 

with Bb, or reactivation of infection.  The net result was new cases of Lyme disease would be 

undiagnosed and untreated despite vaccination.  Dr. Marks noted that the adverse events he had 

seen with LYMERix were similar to those from another OspA type vaccine.  In the 22 cases he 

reviewed, he felt it was a medical certainty that 4 of 4 neurological adverse events, and 15 of 17 

rheumatologic adverse events, were related to the LYMERix vaccine.   

Roughly one month after the meeting, SKB quietly pulled LYMERix from the market, citing 

“poor sales”.   

In 2004, Latov, et. al., reported on neuropathy and cognitive impairment following vaccination 

with the OspA protein of Borrelia burgdorferi (Bb) (J Peripheral Nervous System, September 

2004).  They reported on six patients seen over a two year period, at their medical center, who 

developed neuropathy or cognitive impairment within several days to 2 months following 

vaccination with the OspA antigen of Bb in the form of the LYMERix vaccine.  Some developed 

symptoms after only one or two doses of the vaccine.  All four patients with cognitive 

                                                                                                                                                             
least) and perhaps highlighted some additional adverse outcomes.  Its inability to match the Phase III results is 

suggestive of a flawed methodology. 
2
 Today, we note that a corollary of this observation and theory would be that the standard course of treatment had 

not cleared the infection from at least some patients. This is consistent with the theory of chronic Lyme disease. 
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impairment had difficulty with concentration, short- and long-term memory impairment, and 

chronic fatigue.   

At this point in time, there is a general perception in the Lyme community that a human vaccine 

is potentially dangerous, can have unexpected and extremely serious consequences when applied 

in the general population, and that a vaccine for human use should be considered only with 

utmost care. Furthermore, there is a perception that the developers of the vaccine, and the 

pharmaceutical company marketing it, exhibited a disregard for scientific facts known at the 

time, and intentionally mislead the public regarding the safety and efficacy of the vaccine.  A 

sense of trust must be earned and restored. 

What is also clear, and fully consistent with accepted “facts on the ground” by all parties, is that 

a perfectly safe vaccine designed against a single strain of Bb, or even several strains, would be 

ineffective against other strains of Borrelia, as well as the large number of co-infections carried 

by ticks.  Furthermore, it might be counter-productive since it could lead to a false sense of 

security on the part of the patient, and introduce a confounding factor for doctors attempting to 

diagnose Lyme, or one of its coinfections, in an apparently protected individual (the current 

serological testing for Lyme disease is hampered by this very issue).  

Given the complexity of Lyme disease and its coinfections, and the history of the previous 

Lyme vaccine, it is clear that the phrase “safe and effective” must be interpreted with 

uncommon care.  Safety trials must recognize the full range of symptoms reported by the self-

described Lyme community, in order to assure the population that all concerns have been fully 

addressed.  On the efficacy side, a narrowly-focused vaccine, while theoretically interesting, 

might not be worth the cost of development.  Ideally, a Lyme vaccine would address, and be 

effective against, the full range of Borrelia strains known to science, and would also address its 

common co-infections.  Anything less should only be considered “partially effective”.  So, for 

example, instead of assessing efficacy against a “primary strain”, efficacy should be assessed 

statistically against the full distribution of Borrelia and its coinfections, which are present in a 

target environment. The target environment could be the United States, but ideally would 

represent the entire world.  Of course, it might also be possible to develop different mixes of 

vaccine (much like flu vaccine) that would be tailored to selected strains endemic to a region. 

Based on these concerns, we propose the following amended text: 

(E) exploring the utility and potential for the development of a single vaccine, or small 

group of vaccines, that would be safe and effective against all common strains of Lyme disease 

and  associated tick-borne diseases. Assessments should consider non-traditional modalities such 

as tick and mouse vaccines, and should address normal human genetic variation, and the full and 

combined range of symptoms, for Lyme disease and other tick-borne infections. 

Given the already heightened sensitivity of the research community to potential safety concerns 

stemming from the last Lyme vaccine, we believe that this language provides the necessary 

guidance to ensure that all safety concerns known to the Lyme community will be fully 

addressed, and that the efficacy of any potential vaccine will be assessed against a meaningful 

cross-section of disease-causing organisms in a region, such as the United States or the world. 
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ATTACHMENT #2:  ESTABLISHMENT OF TREATMENT OUTCOME OBJECTIVES 

 

S.1503, page 13, lines 14-16 

Current text: 

(B)  determination of the effectiveness of different treatment modalities by establishing 

treatment outcome objectives. 

 

Our Concern: 

PALtad is concerned that this language could lead to the development and promulgation of 

narrowly-focused “treatment outcome objectives”, in advance of full scientific understanding of 

the disease, that could result in a set of standards that “define away the problem”, resulting in 

failure to treat, or failure to completely treat, large numbers of patients with Lyme disease or 

one/several of its co-infections.   

We believe it is too early to address this objective in the context of the envisioned Advisory 

Committee and its projected work flow.  It essentially puts the cart before the horse, and has 

the potential to inadvertently do grave harm to the community. 

Based on these concerns, we recommend DELETING paragraph (B) in its entirety, and re-

writing the “Clinical outcomes research” paragraph to focus only on the epidemiological 

research objectives: 

(5)  [T]he establishment of epidemiological research objectives to determine the long-

term course of illness for Lyme disease. 

[subparagraph (B) deleted in its entirety] 
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