Modification of Lyme Disease Case Definition
Talking Points

What is being changed in this revision to the case definition?
This case definition proposes the following:
· Define two different approaches to public health surveillance for high-incidence jurisdictions (i.e., the Northeast and Upper Midwest) and low-incidence jurisdictions, where high-incidence jurisdictions will move to lab-only reporting.
· Increase the specificity of the probable case definition in low-incidence states by removing physician diagnosis as a sufficient clinical criterion.
· Reclassify the single-tier IgG immunoblot from confirmatory laboratory evidence (Category A) to presumptive laboratory evidence (Category B).
· Add new tests to the list of confirmatory laboratory evidence (Category A), including immunohistochemistry, PCR, and a new modified two-tiered serologic test approved by FDA in 2019.
· Remove descriptive (exclusionary) information from clinical criteria to Appendix A. 
Why are you proposing different case definitions for different states?
· The goals of Lyme surveillance are very different in high-incidence vs. low-incidence states.
· In high-incidence states, the objective is to monitor the burden and trends for Lyme disease in a population known to be at high risk of infection.
· In low-incidence jurisdictions, the objective is to establish the risk of infection in a geographic area where risk has previously been poorly documented or absent and to track changes in risk over time in order to foster improved prevention and early diagnosis and treatment. In order to accurately establish risk in a low-incidence setting, a high-specificity case definition is required.
· Several high-incidence states have determined that the limited value of public health investigation of Lyme cases does not justify the resources needed to conduct them, and they are already deviating from the existing case definition, so it needs to be fixed. 
· Many high-incidence jurisdictions are already implementing modified surveillance strategies owing to the larger burden, which has resulted in an inability to compare and monitor trends among high-incidence cases. Making this change will increase the efficiency and comparability of Lyme disease surveillance in the most highly affected jurisdictions.
· Once the risk for Lyme disease has been established in a state, it is not expected to wane, which means that clear criteria can be set to distinguish between high-incidence and low-incidence states.
How do I know whether I am from a high- vs. a low-incidence state?
· High-incidence jurisdictions are those that have had an average Lyme disease incidence of ≥10 confirmed cases/100,000 population for a period of three consecutive years. 
· Right now, the high-incidence jurisdictions are: Connecticut, Delaware, Maine, Maryland, Massachusetts, Minnesota, New Hampshire, New Jersey, New York, Pennsylvania, Rhode Island, Vermont, Virginia, West Virginia, Wisconsin, and the District of Columbia. 
· Low-incidence jurisdictions are those that have not had an average Lyme disease incidence of ≥10 confirmed cases/100,000 population for a period of three consecutive years. 
· Once ≥10 confirmed cases/100,000 population have been observed in a low-incidence jurisdiction for a period of three consecutive years, they become a high-incidence state. The switch is permanent. 

Why isn’t there a “confirmed” case definition for high-incidence states? (actual question from IN state epi)
· Because there will not be a public health investigation of most cases in these areas, it won’t be possible to ascertain whether clinical criteria are present, so we did not think it appropriate to include a ‘confirmed’ case definition for high-incidence states. 
· We feel that it is totally fine to have the same lab criteria support different case classifications in high-incidence vs. low-incidence areas, because the PPV for any Lyme test is expected to be much higher in a high-incidence area.
Isn’t it strange to have two different case definitions for the same disease condition? I don’t think I’ve ever seen this before.
· Other case definitions have different case classification criteria based on:
· Mode of transmission (e.g., syphilis, babesiosis)
· Acuity of the infection (e.g., Q fever)
· Location of transmission (e.g., malaria, imported vs. indigenous).
Why did you decide to not reinvestigate cases within the same calendar year (vs. the same tick season, or vs. a shorter period of time)? 
· This is convenient and roughly corresponds with seasonality of Lyme disease
· The previous case definition was “not previously reported.” This led to states choosing different timeframes, ranging from a few months to never. Selecting calendar year will allow for standardization.
· Concern was raised that some state electronic disease surveillance systems (e.g., Maven) may not be able to handle this. Participants agreed to get more info on this prior to next call.
What's the justification for the relatively narrow clinical criteria in the case definition? Some common symptoms (fever, chills, headache, fatigue, muscle and joint aches, and swollen lymph nodes) are not mentioned, and the full spectrum of neuro disease is not represented. 
· Remember that this is a surveillance case definition and is not intended as a tool for clinical diagnosis. 
· In high-incidence jurisdictions, non-specific symptoms combined with laboratory evidence are more likely to indicate true cases of disease; however, most high-incidence jurisdictions will not be obtaining clinical information under the new case definition.
· In low-incidence jurisdictions, we are trying to characterize the risk of Lyme disease in areas where it has previously been poorly documented or absent. Including a broader array of symptoms decreases the specificity of the case definition and would make it harder to be confident that reported cases were reflective of true disease risk.
· Added clarification that symptoms must be considered only if reported by a healthcare provider owing to the clinically specific nature of the required signs/symptoms.
Why wouldn’t high-incidence jurisdictions want to report confirmed cases since they have such a high disease burden?
· The volume of lab reports in high-incidence jurisdictions is very high and obtaining clinical data on all of them is very resource intensive. We wanted to set a standard that was completely manageable. 
· This does not prevent high-incidence jurisdictions from completing investigations and reporting confirmed cases if they want to. The case definition would allow for this and ensures consistency across jurisdictions.
Could we do syndromic surveillance in high-incidence jurisdictions?
· Syndromic can be used as an ancillary source of data and is already being used in several high-incidence jurisdictions. However, many syndromic surveillance systems capture primarily acute care facilities, and would not be representative estimates of the burden of Lyme disease, given the number of patients not seen in a hospital.
· There are national guidelines for setting up "tick bite" and Lyme disease queries (there is an ICD-10 code for this) for this type of surveillance.
How should a low-incidence state report cases in people who have traveled to high-incidence states?
· Cases under investigation who reside in low incidence states, but who have travel to high incidence states should be classified according to the low incidence states definition. 
Why did you remove the physician diagnosis component of the case definition?
· Only low incidence states are considering clinical criteria in their definition; because the surveillance goals in low-incidence states support the use of a more specific case definition, this criterion was removed. The probable case definition now requires clinical compatibility to increase the specificity of this classification.

Why was some of the descriptive information related to confirmatory symptoms removed?
· The previous case definition contained descriptive information that would be exclusionary to meeting clinical criteria. This additional exclusionary criteria was not needed to classify cases, but was thought to be useful, and as such was moved to Appendix A.
· Language was also removed that discounted “medical provider specifically states this is not a case of Lyme disease, or the only symptom listed is "tick bite" or "insect bite"” so that cases would be classified based on symptoms and laboratory evidence only.
What changes were made to the laboratory criteria?
· Added B. mayonii to culture
· Added PCR for B. burgdorferi or B. mayonii. While not generally useful in detecting B. burgdorferi, it can be in certain specimens, e.g., synovial fluid, and is helpful to detect B. mayonii 
· Included new modified two-tiered approach to serologic testing that was approved by the FDA in 2019, allowing for an EIA rather than immunoblot as the second test in a Lyme disease testing algorithm
· Added direct detection of B. burgdorferi spirochetes in biopsy and autopsy tissues as this has also been useful in establishing a diagnosis in Lyme disease-associated carditis deaths.
· Acknowledging the lack of specificity of the single-tier IgG immunoblot, a frequently reported test for Lyme disease, this position statement proposes to recategorize it as a category B (presumptive) test, given that it is not, by itself, recommended for laboratory diagnosis
How will this change impact case counts for high-incidence states?
· Preliminary analysis suggests that the number of reported cases using a laboratory-only model is likely to be 1.2 times higher (range: 0.6-1.8) than what is currently reported to CDC from high-incidence states.
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