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.
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 in order to foster improved prevention and early diagnosis and treatment.
· 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. 
· 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)?
What if a high-incidence state wants to report confirmed cases?
How should a low-incidence state report cases in people who have traveled to high-incidence states?



	
	Clinical criteria
	Confirmatory lab evidence
	Presumptive lab evidence
	Case classification

	High-incidence state
	
	
	
	Probable

	
	
	
	
	Suspect

	Low-incidence state
	
	
	
	Confirmed

	
	
	
	
	Probable

	
	
	
	
	Suspect

	
	
	
	
	Suspect

	
	EM rash
	
	
	Suspect



