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Administrative Information
1. DATE REPORTED
	Primary Purpose:  The Date Reported is used to determine when the health department was first notified that a person might have LTBI.


	
	Description
	Comment

	Month, day, and year
(e.g., 01/17/2018)
	Date that a health department first thought that the patient might have LTBI.
or
Date the health department received notification (verbal or written) from a health care provider that a patient might have LTBI.
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2. DATE COUNTED
	
	Primary Purpose:   Used to determine date that the state health department or other designated authority reviewed the TBLISS form data and determined that the case meets the LTBI surveillance case definition and should be reported to CDC.




	
	Description
	Comment

	MMWR Week:

	Morbidity and Mortality Weekly Report (MMWR)

The MMWR week is the week of the epidemiologic year to which the National Notifiable Diseases Surveillance System (NNDSS) disease report is assigned by the reporting local or state health department for the purposes of MMWR disease incidence reporting and publishing. 

	The MMWR week and year reported should represent the date when the reporting area verified that the case meets the LTBI surveillance case definition.

MMWR week is used to support public health reporting in the MMWR weekly morbidity tables and the annual Summary of Notifiable Diseases, United States. 


	
MMWR Year: 
	MMWR year is the epidemiologic year to which an NNDSS disease report is assigned.
	MMWR year is used to determine the year in which the case is included for the purposes of determining LTBI case counts and incidence rates.




	*For more info on MMWR weeks see links below
https://wwwn.cdc.gov/nndss/downloads.html
https://wwwn.cdc.gov/nndss/document/MMWR_Week_overview.pdf








3.  STATE CASE NUMBER 
	
	 Primary Purpose: Used to conduct matches with the reporting area’s LTBI case registry. 



	
	Description
	Comment

	Year

	Year Reported is the year when the case was reported (e.g., 2018).

	This year should correspond to the Report Date, which is not necessarily the same as the MMWR Year.

	State

	State Code indicates the two-letter postal code of the state reporting this case, e.g., GA for Georgia.
	The term state is used to refer to the reporting area, though not all reporting jurisdictions are states (e.g. New York City).


	Number

	Nine-character string unique within the reporting area.
	This string can contain letters or numbers and is assigned by the reporting area.


Comment: Case Numbers
State Case Number should be entered in the format of 4 digit year, dash “-“, two letter State Code, dash “-“, nine character string that is unique within the reporting area.
For example, for a case reported in Georgia in 2018 with State-assigned number “987QRS321”, the State Case Number would be “2018-GA-987QRS321”. 
If the State-assigned number is less than nine digits, please prepend zeros “0” to ensure length is nine digits. For example for a case reported in Georgia in 2018 with State-assigned number “987QRS”, the State Case Number would be “2018-GA-000987QRS”.
A State Case Number may not be assigned to more than one case during a calendar year. 
	Note: 

The State Case Number is the official identification number for the case. If additional communication about a record is required between CDC and a reporting area, this number is used to identify the record. The State Case Number is also commonly known as the RVCT number for TB disease cases or TBLISS number for LTBI cases in this instance.

Case numbers must not include personal identifiers. To maintain patient confidentiality, do not use names (either patient or provider), initials, Social Security numbers, addresses, telephone numbers, or other information that could directly identify a patient as part of the State Case Number. State Case Numbers are transmitted to CDC and therefore must not include personally identifying information.







4. LOCAL CASE NUMBER
	
	Primary Purpose:  Used to conduct matches with city/county LTBI case registries.




	
	Description
	Comment

	Year

	Year Reported is the year when the case was reported (e.g., 2018).

	This year should correspond to the Report Date, which is not necessarily the same as the MMWR Year.

	State

	State Code indicates the 2-letter postal code of the state reporting this case, e.g., GA for Georgia.
	The term state is used to refer to the reporting area, though not all reporting jurisdictions are states (e.g. New York City).

	Number

	Nine-character string unique within the local program’s registry.
	This string can contain letters or numbers and is assigned by the local program.



	Note: A Local Case number may not be assigned to more than one case during a calendar year.





Comment: Case Numbers
Local Case Number is the same as City/County Case Number.
A single case may be assigned identical Local and State Case Numbers. A Local Case Number may not be assigned to more than one case during a calendar year.
Local Case Number should be entered in the format of 4 digit year, dash “-“, two letter State Code, dash “-“, nine character string that is unique within the local reporting area.
For example, for a case reported in Georgia in 2018 with locally-assigned number “123ABC456”, the Local Case Number would be “2018-GA-123ABC456”. 
If the locally-assigned number is less than nine digits, please prepend zeros “0” to ensure length is nine digits. For example for a case reported in Georgia in 2018 with locally-assigned number “123ABC”, the Local Case Number would be “2018-GA-000123ABC”.





5. CASE ALREADY COUNTED BY ANOTHER REPORTING AREA
	
	Primary Purpose: LTBI cases may be reported by multiple reporting areas in the event that the patient moved between reporting areas while being treated for LTBI; however, to avoid double-counting the case, it is important that only one reporting area officially “count” the case. This question helps to determine whether the case report should be considered “countable” for incidence calculations. 




	Option
(select one)
	Description
	Comment

	Yes, another U.S. reporting area (Specify state case number from other area)
	The case has already been counted by another U.S. reporting area such as another state (e.g., transfer in).

Under Specify, enter the state case number assigned to the case by the other reporting area.

	Reporting jurisdictions are encouraged to work collaboratively to resolve disagreements about which reporting area should count a case. If necessary, CDC will arbitrate this determination.

See Note for definition of U.S. reporting areas.

	Yes, another country (Specify country)
	LTBI case counted by another 
country that is not a U.S. reporting area.

Under Specify, enter the country where LTBI treatment was initiated. 

	It may be difficult to verify whether a case has been counted in another country. If confirmation that the case was counted cannot be obtained, consider the case to have been counted in the other country if the diagnostic work-up was completed and the patient was prescribed anti-TB medications before arriving in the United States.


	No 
	Case was not counted by another reporting area.
	




	Note: U.S. Reporting Areas
U.S. reporting areas include the 50 United States, the District of Columbia, New York City (separate from New York State), five U.S. Territories (i.e., Puerto Rico, American Samoa, Guam, Commonwealth of the Northern Mariana Islands, U.S. Virgin Islands), and three freely associated states (Federated States of Micronesia, Republic of the Marshall Islands, and Republic of Palau). These freely associated states are independent countries, but are considered U.S. reporting areas for LTBI surveillance purposes.






							
Demographics And initial Evaluation
6. REPORTING ADDRESS

		Primary Purpose: To document the approximate location of the patient’s residence for the purpose of geographic analyses and correct assignment of the case to a public health jurisdiction.




The Reporting Address for Case Counting is usually the City and County of the patient’s residence at the time of diagnosis. But there are exceptions to this, which are indicated in the Guidelines to Determine Reporting Address for Case Counting table below. To the extent possible, the address for case counting should represent the home address (whether permanent or temporary) of the patient.

For Within City Limits select the best option.
	Option
(select one)
	Description

	Yes
	Patient lives within the city limits 


	No
	Patient does not live within the city limits


	Unknown
	It is unknown whether the patient lives within the city limits





	[bookmark: OLE_LINK26][bookmark: OLE_LINK27]Guidelines to Determine Reporting Address

	
	Patient Scenarios
	How to Count
	Reporting Address

	Specific Populations 
(these groups supersede Specific Locations, 
but not Other People Entering the United States)
	Migrant, immigrant (i.e., resident alien living in the United States), U.S. military personnel, and other transient persons 

	Count in the reporting area in which he/she lived at the time that the TB diagnostic evaluation was initiated
	Enter city and county of the location where the patient was living when diagnostic evaluation was initiated.

	
	Homeless or does not have a fixed residence
	Count in the reporting area in which the patient was living at the time that the TB diagnostic evaluation was initiated (e.g., the shelter or area in which the patient was living)

	Enter city and county of the location where the patient was living when diagnostic evaluation was initiated.

	
	Resident of correctional facility at time of LTBI diagnosis

	Count in the reporting area of the correctional facility the patient resided in located at the time that the TB diagnostic evaluation was initiated
	Enter city and county of the correctional facility where the patient was living when diagnostic evaluation was initiated.

	
	Resident of long-term care facility at time of LTBI diagnosis
	Count in the reporting area of the long-term care facility the patient resided in at the time that the TB diagnostic evaluation was performed or initiated
	Enter city and county of the long-term care facility where the patient was living when diagnostic evaluation was initiated.

	Specific Locations
	Diagnostic evaluation is initiated in the community the patient considers home.

	Count in the case count for that reporting area.
	Enter city and county of the location where the patient was living when diagnostic evaluation was initiated.

	
	Diagnostic evaluation is initiated in a community the patient is visiting, and the patient will return home for treatment.

	Count in case count of the patient’s home reporting area.
	Enter city and county of the patient’s usual residence.

	
	Diagnostic evaluation is initiated in a community the patient is visiting, and the patient completes treatment in the same reporting area (i.e., does not return home).


	Count in case count of the reporting area where the patient was staying at the time that the TB diagnostic evaluation was initiated.
	Enter city and county of where the patient was staying when diagnostic evaluation was initiated.

	
	Staying in a community only for LTBI diagnosis
	Count in the morbidity count of his/her area of residence, not the community where diagnosed. 

Communication between health departments may be necessary to decide which jurisdiction will count the case.

	Enter city and  county of his/her home area









7. 
8. AGE AT DIAGNOSIS
	
	Primary Purpose: For assessing epidemiologic trends by age.



	
	Description
	Comment

	Age
(e.g., 15 years old)
	Patient’s age should be entered and the appropriate time measure, i.e., years or months should selected.

NOTE: Field for selecting years or months will appear after exiting the field where numeric age was entered.
	If the patient is uncertain about his/her age, provide as specific data as possible.






	Primary Purpose: To establish the biological sex recorded for the patient at birth for evaluation of epidemiologic trends associated with biological sex.


9. SEX AT BIRTH 
	

	Option
(select one)
	Description

	Male
	The biological sex recorded for the patient at birth was male.


	Female
	The biological sex recorded for the patient at birth was female.


	Unknown
	The biological sex recorded for the patient at birth is not known.




If recorded as female at birth:
 Pregnant at Time Diagnostic Evaluation was initiated?
	
	Option
(select one)
	Description

	Yes

	Patient was pregnant when diagnostic evaluation was initiated.

	No

	Patient was not pregnant when diagnostic evaluation was initiated.

	Unknown

	It is not known if patient was pregnant when diagnostic evaluation was initiated.














10. ETHNICITY
	
	Primary Purpose:  To establish the patient’s ethnicity for evaluation of epidemiologic trends associated with ethnicity.



	Option
(select one)
	Description
	Comment

	Hispanic or Latino
	Patient considers himself or herself Cuban, Mexican, Puerto Rican, South or Central American, or of other Latin American culture or origin, regardless of race.

	Some patients prefer the term “Spanish origin” to Hispanic or Latino.

	Not Hispanic or 
Latino
	Patient does not consider himself or 
herself Hispanic or Latino.
	

	Unknown
	Patient’s ethnicity is not reported or unknown.

	



	Note: Self-identity or self-reporting 
The response to this item should be based on the patient’s self-identity or self-reporting. 
It should not be based on appearance or surname.

“Other” response option
For the purposes of national LTBI surveillance, “other” is not an acceptable response and cannot be accepted by the database.




  Example: Patient is Not Hispanic or Latino but has a Hispanic name

A patient may have a Hispanic name, but may not be Hispanic or Latino. For example, if a woman who is not Hispanic marries a Hispanic man, she may self-report as “Not Hispanic or Latino.” Similarly, people from the Philippines may have Hispanic names, but self-report as “Not Hispanic.” 







11.  RACE
	
	Primary Purpose:  To establish the patient’s race(s) for evaluation of epidemiologic trends associated with race.




	Option
(select one or more)
	Description

	American Indian or Alaska Native
	Patient has origins in any of the original peoples of North and South America (including Central America). 


	Asian (specify)
	Patient has origins in any of the original peoples of the Far East, Southeast Asia, or the Indian subcontinent (e.g., including Bangladesh, Cambodia, China, India, Indonesia, Japan, Korea, Malaysia, Nepal, Pakistan, the Philippine Islands, Thailand, and Vietnam).

NOTE: Field will appear for further specifying Asian race


	Black or African American

	Patient has origins in any of the black racial groups of Africa.

	Native Hawaiian or Other Pacific Islander (NHOPI); (specify)
	Patient has origins in any of the original peoples of Hawaii, Guam, 
American Samoa, or other Pacific Islands.

NOTE: Field will appear for further specifying Native Hawaiian or Other Pacific Islander race


	White
	Patient has origins in any of the original peoples of Europe, the Middle East, or North Africa.


	Other Race
	Patient identifies to another race not listed above.

NOTE: Field will appear for specifying Other Race


	Unknown
	Patient’s Race is not reported or unknown.




		Note: Self-identity or self-reporting 
The response to this item should be based on the patient’s self-identity or self-reporting. 
Therefore, patients should be offered the option of selecting more than one racial designation. Non-Hispanic patients who report more than one race will be reported as “multiple race” in national surveillance data summaries.

For Asian or Native Hawaiian or Other Pacific Islander, use the detailed race categories on the next page to complete Specify. The chart below indicates who is considered Asian and who is considered Native Hawaiian or Other Pacific Islander.







National Electronic Disease Surveillance System (NEDSS)
Person Race Categories for Asian and for 
Native Hawaiian or Other Pacific Islander
[bookmark: OLE_LINK35][bookmark: OLE_LINK36]
	Asian

	Native Hawaiian or 
Other Pacific Islander

	Asian Indian
Bangladeshi
Bhutanese
Burmese
Cambodian
Chinese
Filipino
Hmong
Indonesian 
Iwo Jiman
Japanese
Korean

	Laotian 
Madagascar
Malaysian
Maldivian
Nepalese
Okinawan
Pakistani
Singaporean
Sri Lankan
Taiwanese
Thai
Vietnamese
	Carolinian
Chamorro
Chuukese
Fijian
Guamanian
Kiribati
Kosraean
Mariana Islander
Marshallese
Melanesian
Micronesian
Native Hawaiian
	New Hebrides
Other Pacific Islander
Palauan
Papua New Guinean
Pohnpeian
Polynesian
Saipanese
Samoan
Solomon Islander
Tahitian
Tokelauan
Tongan
Yapese























11. NATIVITY
		Primary Purpose:  To establish the patient’s country of birth and citizenship status at birth for evaluation of epidemiologic trends.




A. Country of Birth

	
	Description

	Specify
(e.g., United States, Mexico, China)
	Enter the name of the country in which the person was actually born. 

Fill this out for all patients regardless of whether they were U.S. citizens at birth. 


	Date of First U.S. Arrival (If NOT born in United States)
	Date (mm/dd/yyyy) patient first arrived in 1 of 50 U.S. states or the District of Columbia. This date should be provided regardless of whether the patient was already a U.S. citizen at the time of first arrival in the United States. Partial dates are acceptable.

NOTE: Field to enter date will appear after Country of Birth has been entered




B. Eligible for U.S. Citizenship/Nationality at Birth (regardless of country of birth)?

	Option
(select one)
	Description
	Comment

	Yes
	Eligible for U.S. citizenship at birth.
	In certain circumstances, a person might be eligible for U.S. citizenship at birth, but the parents must take additional steps to acquire citizenship for their child. More information is available at: 

https://travel.state.gov/content/travel/en/legal/travel-legal-considerations/us-citizenship/Acquisition-US-Citizenship-Child-Born-Abroad.html

	No
	Not eligible for U.S. citizenship at birth.
	Answer “No” if the patient was not eligible for citizenship at birth, regardless of the patient’s current citizenship status.

	Unknown
	Not known if patient was eligible for U.S. citizenship at birth.
	













C. Countries of Birth for Primary Guardian(s) (pediatric [<15 years old] cases only)

	
	Country

	First Primary Guardian
	Enter the name of the country in which the person was actually born. 


	Second Primary Guardian (if applicable)


	Enter the name of the country in which the person was actually born. 

NOTE: Field to enter Second Primary Guardian will appear after Country of Birth for first primary guardian has been entered




	Note: Country of birth.  In order to distinguish persons who were born in another country (whether they had U.S. citizenship by birthright) from those who were born in the United States, this question simply asks to record the actual country of birth.

Citizenship at birth. This information is requested because the U.S. Census Bureau bases its “native-born” and “foreign-born” population estimates on this characteristic. As CDC uses the U.S. Census Bureau population estimates as denominator data in calculating incidence rates, this information is needed to correctly categorize TB patients as U.S.-born or non-U.S.–born. 







12. COUNTRY OF USUAL RESIDENCE
		Primary Purpose: To determine whether a case should be included in official U.S. case counts and incidence rates.


A. Country of Usual Residence

	
	Description

	Country of Usual Residence 
	Country where patient usually resides. 


B. If NOT U.S. Reporting Area, Remained in United States for ≥90 days after Report Date?
	Option
(select one)
	Description
	Comment

	Yes
	Patient remained in United States for ≥90 days after report date.
	This information is requested to allow for nonresident cases to be included in other calculations as needed.

	No
	Patient remains in United States <90 days after report date.
	

	Unknown
	It is not known how long the patient remained in the United States after report date.
	



	Note: Summary of updated guidelines for determining “country of usual residence”
The Council of State and Territorial Epidemiologists (CSTE) recommends that cases of nationally notifiable diseases should be reported to CDC by the jurisdiction of the person’s “usual residence” at the time of disease onset. The following information has been adapted from CSTE position statement 11-SI-04 (“Revised Guidelines for Determining Residency for Disease Notification Purposes”). In addition, since notifiable disease data are often combined with population data, case notification guidelines based on census residence rules will contribute toward greater consistency in the numerator and denominator data used in disease rates.
Usual residence is defined as the place where the person lives and sleeps most of the time, which is not necessarily the same as the person's voting residence, legal residence, or the place where they became infected with a notifiable disease. Determining usual residence for most people is easy and unambiguous. However, the usual residence for some people is not obvious.
Persons, regardless of citizenship, who have established a household or are part of an established household (i.e., a “usual residence”) in the United States should be reported with a country of usual residence of “United States.” This includes persons who are in the United States for an extended period for work or study, even if they do not consider the United States to be “home.”
Persons (including U.S. citizens) whose established household is outside of the United States (e.g., they are “just visiting”) should be reported with a country of usual residence that is the country where they have established a household.

Persons with established households in more than one country should have country of usual residence determined based on which country they spent the most time in during the year preceding diagnosis. 






13.	Initial Reason Evaluated for TB 
		Primary Purpose: To ascertain trends in how LTBI cases come to the attention of the medical or public health establishment.




	Option
(select one)
	Description
	Comment

	Contact investigation

	A health department investigation to identify persons who had close contact with an infectious TB case. This also includes source case investigations to identify the source of TB transmission to a child with TB disease.
	Select if LTBI diagnosis was made based on a contact investigation evaluation and testing results from this investigation

	Screening

	Any type of planned screening for LTBI in a specific population, other than among contacts of a TB case.

	Screening includes “targeted testing” of high-risk populations (e.g., B notification, status adjustors), administrative screening required for employment, pre-enrollment screening of students, and similar activities, regardless of whether the screening activity was consistent with CDC recommendations.

	TB symptoms
	Signs and symptoms consistent with TB (e.g., prolonged persistent cough, fever, lymphadenopathy, night sweats, weight loss).

	TB symptoms should only be selected if the patient has TB symptoms at the time of diagnostic evaluation and neither Contact Investigation nor Screening apply to the case. This response is most appropriate when the reason that the patient came to the attention of the medical community was because of the patient’s TB symptoms. For the purpose of an LTBI case report, TB disease must have been ruled out during the diagnostic evaluation.

	Other
	Reason that does not fit into any of the above categories
	Other reasons such as incidental lab results or findings

	Unknown 
	Reason for evaluating the patient is not known

	



	Note: Select the single initial reason the patient was evaluated for TB disease. The definition of “initial reason” is the situation or reason that led to the initial evaluation for TB disease. If the patient was referred for evaluation, but the reason for the evaluation is unknown, try to determine that reason.






        Example: TB Symptoms 
        If a TB patient seeks medical care because of TB symptoms, select TB Symptoms as the initial 
reason for the evaluation. If, however, a TB patient was initially encountered via a contact investigation and during that investigation was also noted to have TB symptoms, select Contact Investigation as the initial reason for the evaluation.

RISK FACTORS
14. USUAL OCCUPATION AND INDUSTRY

	Primary Purpose: To evaluate potential associations between workplace exposures and TB by collecting
 information about the person’s job(s).  Question 14a asks if the person ever held any of the 3 jobs that have 
well-known associations with TB. Questions 14b and 14c collect information about the usual (longest-held) 
job to identify other jobs that may be associated with TB. Questions 14a, b and c should be answered for all 
persons age 14 years or older.



A. Has the patient ever worked as one of the following? (Select all that apply)
	Option
(select all that apply)
	Description

	Health care worker
	Paid or unpaid person working in a health care setting, with potential for 
exposure to M. tuberculosis.

 Complete questions 14b and c. 

	Correctional facility employee

	Person working in a correctional facility. Persons who have worked as health care providers within a correctional facility should have both the “Health care worker” box and the “Correctional facility employee” box checked.

Complete questions 14b and c.

	Migrant/seasonal worker
	Person who is required to be absent from a permanent place of residence for the purpose of seeking employment, or who may vary their employment for the purpose of remaining employed while maintaining a permanent place of residence.

Complete questions 14b and c.

	None of the above
	Select if confirmed that the individual never worked as a health care worker, correctional facility employee, or migrant/seasonal worker. 

Complete questions 14b and c.

	Unknown
	Select only when it cannot be confirmed or refuted that the individual ever worked as a health care worker, correctional facility employee, or migrant/seasonal worker. 

Complete questions 14b and c.
























B. Usual Occupation
	Option
(complete for all patients age 14 years or older)

	Description
	Comment

	Narrative Description (Required)
	Use this question:
“Thinking about the job that you have held the longest, what kind of work did you do? For example, registered nurse, janitor, cashier, auto mechanic, barber, civil engineer, etc.”

This is the job that the patient has been doing for the longest amount of time.

It is not necessarily the current job, the highest paid job, nor the job considered the most prestigious, but the one that accounted for the greatest number of working years.



	Example of usual occupation: A woman worked in the kitchen of a fast-food restaurant for five years. Later, she worked as a secretary for a car dealership for 25 years. Then, she worked as a medical assistant at a long-term care facility home for 10 years.

What is her usual occupation?

Usual occupation: “Secretary”

Though she had three long-term jobs, her job as a secretary at the car dealership was the longest held (for 25 years).  Note: the Healthcare worker box in 15a should also be selected because of her employment as a medical assistant.

Tips for getting the best information on usual occupation that can be coded:

· Be descriptive:
Clearly describe the kind of work. 
- Can’t code: “teacher” 
- Can code: “preschool teacher,”         “high school teacher” 
· Be specific: 
General or vague terms do not always provide enough information to code. 
- Can’t code: “laborer” 
- Can code: “bricklayer” 
- Can’t code: “worked in a warehouse,” “worked in a shipping department” 
- Can code: “forklift operator”






































C. Usual Industry
	Option 
(complete for all patients age 14 years or older)

	Description
	Comment

	Narrative Description (Required)
	Use this question: “What kind of business or industry was your longest held job in? For example, a hospital, dairy farm, restaurant, trade school, library, etc.” 

The usual industry is the kind of business or industry the patient’s usual occupation was in. This is NOT the name of the employer. 


	Example of usual industry:
A woman worked in the kitchen of a fast-food restaurant for five years. Later, she worked as a secretary for a car dealership for 25 years. Then, she worked as a medical assistant at a long-term care facility for 10 years.
What is her usual industry?

Since her usual occupation is “secretary,” her usual industry would be “car dealership”

Tips for getting the best information on usual industry that can be coded:

· If struggling to determine industry, ask what is/was the main focus or product of the employer where the person worked. 

- Can’t code: “manufacturing”
- Can code: “automobile manufacturing”

· Be specific: 
General or vague terms do not always provide enough information to code. 
- Can’t code: “food industry” 
- Can code: “restaurant”  or “grocery store”








	Note: Definitions for Occupation and Industry
Commonly confused occupations
Contractor vs. skilled worker
- A “contractor” mainly obtains contracts and supervises the work.
- A “skilled worker” works with his or her own tools as a
carpenter, plasterer, plumber, or electrician.

Machine operator vs. machinist vs. mechanic
- A “machine operator” operates machines.
- A “machinist” sets up and operates machines.
- A “mechanic” repairs, installs, and adjusts machines

Completing Industry Item
Be descriptive: Record the primary activity carried on by the
industry at the location where the patient was employed.
- Inadequate: “automobile industry”
- Adequate: “automobile manufacturing”
Be specific: In order to give a clear and exact description of
the industry, the entry must indicate both a general and
specific function for the employer.
- Inadequate: “manufacturing”
- Adequate: “automobile manufacturing”
Be complete: If the primary activity of the industry is
unknown, record the name of the company (with city or town)
in which the patient worked the most number of years before
diagnosis.
- Inadequate: “ABC, Inc.”
- Adequate: “ABC, Inc., Los Angeles, CA”











Special Circumstances
Homemaker
To determine the entry for the occupation reported as “homemaker,” it is important to find out if the decedent:
a. Worked for pay outside the home.
b. Worked at his/her own home or someone else’s home.

[image: ]








15. OTHER RISK FACTORS
	
	Primary Purpose:  To evaluate potential risk factors for LTBI.



	Option
(select all that apply)
	Description

	Diabetic at Diagnostic Evaluation
	Patient was diabetic when TB diagnostic evaluation was performed or initiated.

	Homeless in the Past 12 Months
	Patient has been homeless within the past 12 months.

	Homeless Ever
	Patient has ever experienced homelessness.

	Resident of Correctional Facility at Diagnostic Evaluation
	Patient was a resident of correctional facility when TB diagnostic evaluation was performed or initiated.

	Resident of Correctional Facility Ever
	Patient has ever been a resident of a correctional facility.

	Resident of Long-Term Care Facility at Diagnostic Evaluation
	Patient was a resident of long-term care facility when TB diagnostic evaluation was performed or initiated.

	Injecting Drug Use in the Past 12 Months
	Patient used injection drugs in the past 12 months not prescribed by a healthcare provider.

	Noninjecting Drug Use in the Past 12 Months
	Patient used noninjection drugs in the past 12 months not prescribed by a healthcare provider or approved by FDA for over-the-counter dispensing.

	Heavy Alcohol Use in the Past 12 Months
	Patient heavily used alcohol in the past 12 months. 

	TNF-α antagonist therapy

	Patient recently received, or was receiving, tumor necrosis factor-alpha (TNF-α) antagonist therapy when TB diagnostic evaluation was performed or initiated

	Post-organ transplantation

	Patient received a solid organ transplant (e.g., kidney, heart).

	End-stage renal disease
	Patient had end-stage renal disease or chronic renal failure when TB diagnostic evaluation was performed or initiated, (e.g., patients on dialysis).

	Viral Hepatitis
	Patient had had a diagnosis of Hepatitis B or C (acute or chronic).

	Other Immunosuppression (Not HIV/AIDS)
	Patient had immunosuppression due to either a medical condition (e.g., leukemia, Hodgkin’s lymphoma, carcinoma of the head or neck), or immunosuppressive therapy, such as prolonged use of high doses of an antiinflammatory agent (e.g., prednisone).



	Option
(select one)
	Description

	Yes
	Patient has this risk factor.


	No
	Patient does not have this risk factor.


	Unknown
	It is not known whether the patient has this risk factor




	Note:

Definitions for Homeless
A homeless person may be an individual who has:
1. No fixed, regular, and adequate nighttime residence, or
2. A primary nighttime residence that is
a. A supervised publicly or privately operated shelter designed to provide temporary living 
accommodations, including welfare hotels, congregate shelters, and transitional housing for persons recovering from mental illnesses, or 
b. An institution that provides a temporary residence for individuals intended to be 
institutionalized, or
c. A public or private place not designated for, or ordinarily used as, a regular sleeping 
accommodation for human beings.

A homeless person may also be defined as a person who has no home (e.g., is not paying rent, does not own a home, and is not steadily living with relatives or friends). Persons in unstable housing situations (e.g., alternating between multiple residences for short stays of uncertain duration) may also be considered homeless.

[bookmark: OLE_LINK37][bookmark: OLE_LINK38]A homeless person may also be a person who lacks customary and regular access to a conventional dwelling or residence. Included as homeless are persons who live on streets or in nonresidential buildings. Also included are residents of homeless shelters and shelters for victims of domestic abuse. Residents of welfare hotels and single room occupancy (SRO) hotels could also be considered homeless. In the rural setting, where there are usually few shelters, a homeless person may live in nonresidential structures, or substandard housing, or with relatives. Homeless does not refer to a person who is imprisoned or in a correctional facility.

Definition of Injecting Drug Use
Injecting drug use involves the use of hypodermic needles and syringes for the injection of drugs not prescribed by a health care provider. Route of administration may be intravenous, subcutaneous (e.g., skin popping), or intramuscular.

Commonly injected drugs
	· Heroin and other opiates (e.g., Demerol, Dilaudid, morphine)
· Cocaine (e.g., speedball)
· Methamphetamines
· Amphetamines
· Other stimulants

	· Phencyclidine (PCP, angel dust)
· Other hallucinogens
· Barbiturates
· Steroids
· Other hormones
· Fentanyl



Definition of Noninjecting Drug Use
Noninjecting drug use involves the use of licensed or prescription drugs or other drugs that were not injected and were not prescribed for the patient by a health care provider or approved for over-the-counter use by FDA, or misuse of prescribed drugs). The drugs may be ingested, inhaled, sniffed, or smoked. For the purposes of this question, the legal status of a particular drug is irrelevant, e.g., marijuana use should be reported as noninjecting drug use, even if marijuana is legal in the reporting jurisdiction. Use of only alcohol or tobacco should not be reported as noninjecting drug use, but should be reported in the appropriate questions.
 



Heavy Alcohol Use in the Past 12 Months

Heavy alcohol use* is defined as binge drinking on 5 or more days in the month preceding LTBI diagnosis. Binge drinking† is defined as a pattern of drinking that brings blood alcohol concentration levels to 0.08% (gram percent). This typically occurs after four drinks for women and five drinks for men in about 2 hours.

* As defined by the Substance Abuse and Mental Health Services Administration (SAMHSA) 
https://www.integration.samhsa.gov/clinical-practice/alcohol_screening_and_brief_interventions_a_guide_for_public_health_practitioners.pdf, accessed 7/12/2019.

†As defined by the National Institute on Alcohol Abuse and Alcoholism (NIAAA) (https://pubs.niaaa.nih.gov/publications/Newsletter/winter2004/Newsletter_Number3.pdf), accessed 7/12/2019.







16.  RESIDENT OF CORRECTIONAL FACILITY AT DIAGNOSTIC EVALUATION, TYPE OF FACILITY
	
	Primary Purpose: To more precisely categorize the type of correctional facility for those patients who were residing in a correctional facility at the time of diagnostic evaluation.




	Option
(select one)
	Description

	Federal prison
	Confinement facility administered by a federal agency (except Immigration and Customs Enforcement); includes privately operated federal correctional facilities.
 

	State prison
	Confinement facility administered by a state agency; includes privately 
operated state correctional facilities.


	Local jail
	Confinement facility usually administered by a local law enforcement agency, intended for adults but sometimes also containing juveniles; holds persons detained pending adjudication or persons committed after adjudication, typically for sentences of 1 year or less.


	Juvenile correctional facility
	Public or private residential facility; includes juvenile detention centers, reception and diagnostic centers, ranches, camps, farms, boot camps, residential treatment centers, and halfway houses or group homes designated specifically for juvenile offenders.


	Other correctional facility
	Includes Immigration and Customs Enforcement (ICE) detention centers, Indian reservation facilities (e.g., tribal jails), military stockades and jails, federal park police facilities, police lockups (temporary holding facilities for persons who have not been formally charged in court), or other correctional facilities that are not included in the other specific choices.


	Unknown
	Inmate when the TB diagnostic evaluation was performed, but the type of correctional facility is not known.





	Note: If the LTBI patient was a resident of more than 1 facility during the diagnostic evaluation, select the facility where the initial TB diagnostic evaluation was performed. This question should only be completed if “Resident of Correctional Facility at Diagnostic Evaluation” is answered as “Yes” in question 15.








17.  RESIDENT OF LONG-TERM CARE FACILITY AT DIAGNOSTIC EVALUATION, TYPE OF FACILITY
	
	Primary Purpose: To more precisely categorize the type of long-term care facility for those patients who were residing in a long-term care facility at the time of diagnostic evaluation.




	Option
(select one)
	Description
	Comment

	Nursing home
	Freestanding facility with 3 or more beds (i.e., is classified as a residential facility or congregate residential setting) that provides nursing care services (e.g., nursing or medical care or supervision of medications that may be self-administered).

	Facilities may be certified by Medicare or Medicaid or may be licensed by the state as a nursing home (e.g., skilled nursing facility, intermediate care facility, nursing care unit of a retirement center).


	Hospital-based facility
	Distinct unit with 3 or more beds that is physically attached to, or managed by, a hospital.
 
	Facilities may be certified by Medicare or Medicaid or may be licensed by the state.


	Residential facility
	Facility with 3 or more beds (i.e., classified as a residential facility or congregate residential setting) and meets both of the following criteria: 

1. Not classified as a nursing home or hospital-based facility, as described above

and 

2. Provides personal care or supervision (not nursing care services) to its residents, in addition to room and board (e.g., help with bathing, dressing, eating, walking, shopping).

	This might be an assisted living facility.

	Mental health 
residential facility

	Facility that provides 24-hour care in a hospital, residential treatment, or supportive setting.
	Include state, local, and private psychiatric hospitals, general hospitals,  Department of Veterans Affairs facilities, residential mental health treatment centers for children, and multiservice mental health residential treatment programs.

For other mental health residential facilities, select “Other long-term care facility.” Examples include the Department of Defense, Bureau of Prisons, Public Health Service, Indian Health Service, and Indian reservation facilities that are not federal.


	Alcohol or drug treatment facility

	Only long-term rehabilitation or residential facilities designated for treatment of 30 days or longer.
	Exclude all ambulatory or outpatient facilities, detoxification units, and facilities designated for fewer than 30 days of treatment. The state agency responsible for alcohol and drug treatment can assist in determining whether a facility is considered residential.


	Other long-term care facility
	A facility not mentioned above that is designated for treatment of 30 days or longer and facility type is not Unknown.

	

	Unknown 
	Patient known to be a resident of a long-term care facility, but the type of facility is not known.

	




	Note: If the LTBI patient was a resident of more than 1 facility during the diagnostic evaluation, select the facility where the initial TB diagnostic evaluation was performed. This question should only be completed if “Resident of Long-Term Care Facility at Diagnostic Evaluation” is answered as “Yes” in question 15.









18. CURRENT SMOKING STATUS AT DIAGNOSTIC EVALUATION
		Primary Purpose: Surveillance and patient management. To assess factors that may complicate testing, treatment, and follow-up.


	Option
(Select one)
	Description

	Current every day smoker
	Patient is a current every day smoker.

	Current some day smoker
	Patient smokes some days, but not every day.

	Former smoker
	Patient is not a current smoker, but has smoked at least 100 cigarettes/cigars in his/her lifetime and has quit.

	Never smoker
	Patient is not a current smoker and has not smoked at least 100 cigarettes/cigars in his/her lifetime.

	Smoker, current status unknown
	Patient was a smoker but current status is unknown.

	Unknown if ever smoked
	Patient’s tobacco smoking history is not known.





	Note:  The definition of smoking includes consumption of tobacco (or nicotine) through combustible tobacco products (e.g., cigarettes) or electronic nicotine delivery systems (ENDS; e.g., vapes or e-cigarettes). It does not include chewing tobacco. Smoking of substances other than tobacco (e.g., marijuana) should be recorded under noninjecting drug use.

Source: U.S. Food and Drug Administration. (2018). Vaporizers, E-Cigarettes, and other Electronic Nicotine Delivery Systems (ENDS). Retrieved from:
 https://www.fda.gov/TobaccoProducts/Labeling/ProductsIngredientsComponents/ucm456610.htm

 








19. RESIDENCE OR TRAVEL IN COUNTRIES OTHER THAN UNITED STATES, CANADA, AUSTRALIA, NEW ZEALAND OR COUNTRIES IN NORTHERN OR WESTERN EUROPE FOR >60 CONSECUTIVE DAYS
	
	Primary Purpose:  To determine the extent to which travel to high-risk countries is associated with LTBI.



	Option 
(select one)
	Description
	Comment

	Yes
	Patient indicates that she/he has resided or travelled outside the United States, Canada, Australia, New Zealand, or countries in Northern or Western Europe for >60 consecutive days at any point in the patient’s lifetime. 
	

	No
	Patient did not live or travel outside the United States, Canada, Australia, New Zealand, or countries in Northern or Western Europe for >60 consecutive days.
	

	Unknown
	No information is available about patient’s travel history.
	



	Note:  Use the United Nations geo-scheme to define countries in Northern and Western Europe:

	Northern Europe
· Aland Islands
· Denmark
· Estonia
· Faroe Islands
· Finland
· Guernsey
· Iceland
· Republic of Ireland
· Isle of Man

	
· Jersey
· Latvia
· Lithuania
· Norway
· Sark
· Svalbard and jan Mayen
· Sweden
· United Kingdom
	Western Europe
· Austria
· Belgium
· France
· Germany
· Liechtenstein
· Luxembourg
· Monaco
· Netherlands
· Switzerland







· 
Diagnostic Testing
20. TUBERCULIN SKIN TEST AND NON-DST TB LAB TEST RESULTS
		Primary Purpose: To verify that the case meets the surveillance definition for LTBI and to identify laboratory test characteristics of LTBI cases.




	
	Description
	Comment

	Date 
collected/ Placed
	Month, day, and year the specimen was collected (e.g., 01/17/2018)
	

	Date Reported/ Read
	Month, day, and year (mm/dd/yyyy) the laboratory reported the result 

	This date can be found on the laboratory report as the date the report is released or made available.

In many instances, the result date and report date are the same; if not, report the earliest date available.

	Specimen Source Site
	Select appropriate anatomic source site from the provided list

	



	Test Type
(select one)
	Description
	

	Smear
	Microscopic examination of specimen, e.g., sputum, using smear technique
	

	Pathology/ Cytology
	Microscopic examination of specimen using histopathological or cytological methods
	

	NAA
	Nucleic acid amplification testing (only when the specimen is tested directly; do not include tests on isolates obtained via culture)
	

	Culture
	Microbiologic culture of specimen
	

	TST
	Tuberculin skin test
	Routine reporting TST/IGRA conversions is highly recommended. In the context of an outbreak, previous negatives or TST/IGRA conversions should be captured in the database for outbreak-related cases. If a person has a documented negative test prior to LTBI diagnosis and converted the test to positive during this episode of evaluation, record both the
previous negative and current
positive.

	IGRA-QFT, IGRA-TSpot, IGRA-Unknown
	Interferon-gamma release assay (IGRA)
IGRA-QFT: Quantiferon (any version)
IGRA-TSpot: T-Spot
IGRA-Unknown: If the specific type of IGRA test is unknown
	

	HIV
	Serologic test for human immunodeficiency virus infection
	

	CD4 Count
	Result of test for CD4 T-lymphocytes (typically done in HIV patients to characterize the patient’s immune status)
	

	Hemoglobin A1c
	Result of test to determine the average blood glucose level for the preceding several months (typically done in diabetic patients to monitor glycemic control or as part of screening the patient for diabetes)
	

	Fasting Blood Glucose
	Result of test to determine the blood glucose at a given moment in a patient who has not eaten in several hours (typically done in diabetic patients or persons being screened for diabetes)
	

	Other
(Specify)
	Any other diagnostic tests that the reporting area wishes to include
	




	Test Result Qualitative
(select one)
	Description

	Positive
	For tests with a qualitative (or interpreted) result, the test result was considered positive.

	Negative

	For tests with a qualitative (or interpreted) result, the test result was considered negative.

	Indeterminate

	For tests with a qualitative (or interpreted) result, the test result was considered indeterminate.

	Not Done
	Used to indicate that one of the tests included in the Note below as minimum requirements for reporting was not done in this case.

	Unknown
	Used to indicate that the test was done, but that the result is unknown or it is unknown if the test was done.



	Test Result Quantitative
(select one)
	Description

	Quantitative result
	For tests with a quantitative (numerical) result, record the result in this field. These tests include the TST, CD4 cell count, hemoglobin A1c, and fasting blood glucose.

	Quantitative units
	For tests with a quantitative (numerical) result, record the units in which the result was measured, e.g., millimeters for TST, percentage for hemoglobin A1c



	Note:  Positive or negative result of the tuberculin skin test (TST) should be interpreted according to Table 7 of the currently accepted guidelines (www.cdc.gov/mmwr/PDF/rr/rr4906.pdf).

*MINIMUM REQUIREMENTS: Initial TST, initial IGRA; initial sputum smear; initial sputum culture; initial NAAT; initial HIV test. Enter "Not Done" if applicable. CD4 count should be reported for HIV-positive persons. Hemoglobin A1c or fasting blood glucose at diagnostic evaluation should be reported for diabetic patients. Also include the initial result of any other tests performed that are in the test type value set. If a type of test was done on different specimen sources, include the initial result for each unique combination of test type and specimen source. Subsequent results for each combination of test type and specimen source should be entered if the result changed (e.g., sputum culture converted to negative).

Note: The minimum requirement is the initial or first results; however, multiple results may be entered into the table.

Guidelines for Entering TST Results

	Enter
	Do Not Enter

	Results from a TST performed during the current diagnostic evaluation

	A patient’s undocumented self-report of a previous positive result is not acceptable

	May enter previous test result
· If patient had tested positive or negative to a previous TST 
and 
· The previous result is documented in the medical record. 

	


Interpreting the TST Reaction
	
[image: ]

	
[image: ]

	[image: ]


	5 or more millimeters
	10 or more millimeters
	15 or more millimeters

	An induration of ≥5 millimeters is considered positive for
· People living with HIV 
· Recent contacts of persons with infectious TB
· People who have previously had TB disease 
· Patients with organ transplants and other immunosuppressed patients (including patients taking a prolonged course of oral or intravenous corticosteroids or TNF- antagonists)
	An induration of ≥10 millimeters is considered positive for
· People who have come to the U.S. within the last 5 years from areas of the world where TB is common (for example, Asia, Africa, Eastern Europe, Russia, or Latin America)
· People who inject drugs 
· Mycobacteriology lab workers
· People who live or work in high-risk congregate settings
· People with certain medical conditions that place them at high risk for TB (silicosis, diabetes mellitus, severe kidney disease, certain types of cancer, and certain intestinal conditions) 
· Children younger than 4 years 
· Infants, children, and adolescents exposed to adults in high-risk categories
	An induration of ≥15 millimeters is considered positive for
· People with no known risk factors for TB










21.  CHEST RADIOGRAPH OR OTHER CHEST IMAGING STUDY RESULTS
	
	Primary Purpose:  To verify that the case meets the surveillance definition for LTBI and to identify imaging test characteristics of LTBI cases.




	Study Type 

	Description

	Plain Chest X-ray
	Standard radiological study resulting in a 2-dimensional projection of internal thoracic structures onto film or a screen. 


	CT Scan

	Computerized tomography, an advanced imaging technique using 
X-rays to display 3-dimensional images of thoracic structures with computer assistance.


	MRI

	Magnetic resonance imaging, an advanced imaging technique using strong magnetic fields to display 3-dimensional images of thoracic structures with computer assistance.


	PET
	Positron emission tomography, an advanced imaging technique that uses radioactive tracers to identify areas of higher chemical activity in the body.


	Other
	Select this option for imaging studies that do not fit into any of the above categories.




	Result Options 
(select one)
	Description

	Consistent with TB
	Any initial results showing abnormalities (e.g., hilar adenopathy, effusion, infiltrate[s], cavity, scarring) consistent with TB.


	Not Consistent with TB
	Results showed no abnormalities consistent with TB. This category includes any other abnormalities that are not consistent with TB.


	Not Done
	Used to indicate that one of the tests included in the Note below as minimum requirements for reporting was not done in this case.


	Unknown
	Result of chest imaging is not known.




	Cavity
(select one)
	Description

	Yes

	The chest imaging study showed evidence of 1 or more cavities.


	No

	Results did not show evidence of 1 or more cavities.


	Unknown

	It is not known if results showed evidence of 1 or more cavities.





	Miliary
(select one)
	Description

	Yes

	Results showed evidence of miliary disease (e.g., miliary TB, or miliary or bilateral micronodular pattern).


	No

	Results did not show evidence of miliary disease (e.g., miliary TB, or miliary or bilateral micronodular pattern).


	Unknown

	It is not known if results showed evidence of miliary disease (e.g., miliary TB, or miliary or bilateral micronodular pattern).





	Note: Miliary TB is a serious type of tuberculosis infection. It is a clinical or radiologic finding, rather than a site of disease. Miliary TB is the result of a TB infection eroding into the bloodstream and from there disseminating throughout the body to multiple organs. It appears on radiographs as a great number of small (1- to 2-mm), well-defined nodules that look like millet seeds scattered throughout the lungs, hence the name “miliary.” 


 **MINIMUM REQUIREMENTS: Initial plain chest x-ray; initial chest CT scan. Enter "Not Done" if applicable. Also include the initial result of any other chest imaging studies performed that are in the test type value set. Subsequent results for each chest imaging study type should be entered if the result changed. Note if cavity or miliary lesions are identified for each imaging study.
Note: The minimum requirement is the initial plain chest x-ray or initial chest CT scan result; however, multiple subsequent results may be entered into the table.







Epidemiologic Investigation
 22. CASE MEETS BINATIONAL REPORTING CRITERIA
	
	 Primary Purpose: To determine whether the case meets binational reporting criteria.



	Option
(select one)
	Description

	Yes
	The case meets binational reporting criteria.
Binational Case Variable
A patient is considered binational when he/she meets one or more of the following criteria:
· Exposure to suspected product from Canada or Mexico 
· Has case contacts in or from Mexico or Canada
· Potentially exposed by a resident of Mexico or Canada
· Potentially exposed while in Mexico or Canada
· Resident of Canada or Mexico
· Other situations that may require binational notification or coordination of response (e.g., a TB outbreak without known cross border contacts in a border community or state; exposure to an exported product from the U.S. to Canada or Mexico)

	No
	The case does not meet binational reporting criteria.

	Unknown
	It is not known if the case meets binational reporting criteria.



If Yes:
Which criteria were met (Select all that apply)

	
	Options
(select all that apply)

	Description

	Exposure to Suspected Product from Canada or Mexico 
	Patient exposed to a product (e.g., dairy product for M. bovis case)

	Has Case Contacts In or from Mexico or Canada 
	Patient has TB cross border contacts

	Potentially Exposed by a Resident of Mexico or Canada 
	Patient exposed to TB contact by a person from a bordering Mexico or Canada 

	Potentially Exposed while in Mexico or Canada
	Patient exposed to TB contact while physically in Mexico or Canada

	Resident of Canada or Mexico

	Residence in either Mexico or Canada

	Other Situations that May Require Binational Notification or Coordination of Response
	Binational LTBI data elements based on Binational TB data elements defined by the binational TB workgroup*
· LTBI in a patient who crossed the border into the United States from Mexico, or
· LTBI in a patient who was referred to a US-funded, binational TB program for treatment continuity (i.e., a patient who was being treated in the United States but it was known that he or she would cross the border to Mexico)

	
	* Binational TB data elements 
	Woodruff et al 
	Public Health Reports 2018, Vol. 133(2) 155-162








23. CASE IDENTIFIED DURING THE CONTACT INVESTIGATION OF     ANOTHER CASE
	
	Primary Purpose: To determine whether the case was a missed contact.



	Option
(select one)
	Description

	Yes
	Case was identified during the contact investigation of a TB case.


	No
	Case was not identified during the contact investigation of a TB case.


	Unknown
	It is not known if the case was identified during the contact investigation of a TB case.




If Yes:
 Evaluated for TB During that Contact Investigation
	
	Option
(select one)
	Description

	Yes

	Patient was evaluated for TB during that contact investigation, even if LTBI was not diagnosed as a result of that evaluation.

	No

	Patient was not evaluated for TB during that contact investigation.

	Unknown

	It is not known if patient was evaluated for TB during that contact investigation. 







24. KNOWN CASES EPIDEMIOLOGICALLY LINKED TO THIS CASE
	
	Primary Purpose: To determine potential transmission links between cases and compare these links to molecular epidemiologic data.


	
	Description
	Comment

	State Case Number Year 

	Year indicates the year in which the case is reported (e.g., 2020).
Year reported is used rather than the year counted since there may be a lag between when states or city/county areas first thought that the patient might have TB and when diagnostic criteria are verified.
	

	State Case Number State

	State Code indicates the 2-letter postal code of the state reporting this case (e.g., GA for Georgia) (see Appendix – C Reporting Area Codes). 

	The term state is used to refer to the reporting jurisdiction (or count authority) because not all reporting jurisdictions are states.


	State Case Number Local Identifier
	Locally Assigned Identification Number indicates the 9 numbers/characters that are locally assigned
	Enter “YYYY-ST-#########” to indicate the state case number for case(s) identified that had epidemiologic links with this case, based on an epidemiologic investigation (contact, source case, cluster, outbreak, etc.).  Enter “YYYY-ST-999999999” if an investigation was conducted but no other TB cases with epidemiologic links were identified. Leave blank if an investigation was not conducted.

For reporting areas participating in TBLISS, also enter epidemiologic links for LTBI cases using the same instructions above.




	Note: For this variable, an “epidemiologic link” includes either a definite or a probable link. These epidemiologic links are defined as :
· Definite link: cases known to have shared airspace at the same location and time during one case's infectious period
· Probable link: cases shared airspace at the same location and time period, but investigator was unable to document that this occurred during one case's infectious period






Treatment AND OUTCOME Information
25. WAS LTBI THERAPY STARTED?
WHAT DATE WAS TREATMENT STARTED?
WHAT WAS THE INITIAL REGIMEN?
IF NO THERAPY WAS STARTED – WHY?
	
	Primary Purpose: To calculate program management indicators.




	
	Description
	Comment

	Month, day, and year
(e.g., 01/17/2009)
	Date the patient began drug therapy for confirmed or possible LTBI
	This may be one of several dates, ideally, when the patient first ingested medication if documented in a medical record. 





	Note: Date Therapy Started is the month, day, and year the patient began drug therapy for confirmed or possible LTBI disease. Patient history without medical documentation is not acceptable and should be entered as unknown. Enter a date according to the following chart:

Hierarchy of Determining Date Therapy Started
(Base decision on documented evidence)


[image: ]







INITIAL LTBI TREATMENT REGIMEN 
	
	Primary Purpose: To understand frequency of use of initial treatment regimens.




  Choose the initial LTBI treatment regimen

	Option
(select one)
	Description
	Comment

	Isoniazid
(9 months; 9H)
	Patient was initially treated for LTBI with isoniazid for 9 months (9H)

	.



	Isoniazid
(6 months; 6H)
	Patient was initially treated for LTBI with isoniazid for 6 months (6H)

	

	Isoniazid/Rifapentine
(3 months; 3HP)
	Patient was initially treated for LTBI with weekly isoniazid and rifapentine for 3 months (3HP)

	

	Rifampin
(4 months; 4R)
	Patient was initially treated for LTBI with rifampin for 4 months (4R)

	

	RIPE/HRZE
(2 months)
	Patient was initially treated for LTBI with rifampin, isoniazid, pyrazinamide, and ethambutol for 2 months

	This regimen is typically only used when the patient was initially treated as a suspected TB disease case, but TB disease is later ruled out and a final diagnosis of LTBI is made.

	Other
(Specify Below)
	Patient was initially treated for LTBI with a regimen not listed above. The specific treatment regimen used can be specified in an accompanying field.

	Field to specify other LTBI treatment regimen should appear after selecting this treatment option








IF LTBI THERAPY WAS NOT STARTED, WHY NOT?
	
	Primary Purpose: To understand obstacles to initiating treatment of patients with LTBI.



 
	Option
(select one)
	Description
	Comment

	Lost to follow-up
	Patient was lost to follow up
	If the patient is offered treatment, but declines and then is lost to follow-up, select “Patient refused” rather than “Lost to follow-up.” Select “Lost to follow-up” if the patient was lost before being offered treatment or before making a decision on whether to accept offered treatment.

	History of previous treatment for TB or LTBI
	Patient was treated previously for TB or LTBI
	

	Treatment medically contraindicated
	There was a pharmacologic contraindication or interaction that prevented the use of LTBI therapy in this patient.
	

	Treatment not offered based on local clinic guidelines
	Patient was not offered treatment based on local clinic guidance
	

	Provider decision (not based on local clinic guidelines)
	Patient was not treated based on his/her healthcare provider’s personal judgment
	

	Drug shortage
	One or more LTBI drugs could not be used because of national or local shortage of the drug(s).
	

	Patient refused
	Treatment was offered but patient refused
	

	Other (Specify Below)
	Patient was not started on LTBI therapy for a reason not listed above. Please specify reason.
	Field to specify other reason for not starting LTBI treatment should appear after selecting this option




	Note: This question should only be completed if patients were not started on treatment for LTBI.







26. DATE THERAPY STOPPED
	
	Primary Purpose: To monitor completion of therapy within a specified time. 




	
	Description
	Comment

	Month, day, and year
(e.g., 01/17/2018)
	Date the patient stopped taking therapy for confirmed or possible LTBI
	This may be one of several dates, ideally, when the patient last ingested medication if documented in a medical record.





	Comment:  Date Therapy Stopped
The interval between Date Therapy Started (question 25) and Date Therapy Stopped (question 26) is meant to encompass the entire period (including interruptions in therapy) that the patient was receiving medication to treat confirmed or possible LTBI. Patient self-report without medical documentation is not acceptable. Although there may be interruptions in anti-TB drug therapy, enter the final documented date on which the patient last ingested medication for confirmed or possible LTBI. For patients being treated for confirmed or possible LTBI, enter Date Therapy Stopped, according to the following chart:

Hierarchy for Determining Date Therapy Stopped
(for entire treatment period)
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27. TREATMENT ADMINISTRATION
	
	Primary Purpose: To document administration of LTBI medications.





	Option
(select all that apply)
	Description

	DOT (Directly Observed Therapy, in person)

	Response applies if DOT was used for any doses for a patient.


	EDOT (Electronic DOT, via video call or other electronic method)

	Response applies if electronic DOT (e.g., video call, electronic medication bottle) was used to document adherence to the medication regimen.

	Self-Administered
	Any doses of medication were taken by the patient not under DOT or electronic DOT (including weekend doses).





	Note: Directly observed therapy (DOT), or supervised therapy, involves the direct visual observation by a health care provider (e.g., public health nurse, outreach worker, nurse, nurse’s aide) or other reliable trained person (e.g., worker in a homeless shelter) of a patient’s ingestion of medication. Delivering medication to a patient without visual confirmation of ingestion does not constitute DOT. However, electronic confirmation of ingestion of medicine of carefully selected patients (e.g., stable and compliant) constitutes electronic DOT.












28. REASON LTBI THERAPY STOPPED
	
	Primary Purpose:  To document treatment outcome.



	Option
(select one)
	Description
	Comment

	Completed therapy
	Patient completed the prescribed course of therapy per the medical record as recorded by the clinician caring for the patient.

	

	Lost to follow up
	Patient could not be located before the completion of treatment (e.g., the patient moved to an unknown location, or the forwarding address is known but the patient was not found at that address).

Code patients who move outside the United States and cannot be followed up as Other.
	

	Patient choice

	Patient chose not to complete therapy (e.g., stopped taking drugs).
	

	Pregnancy
	Therapy was stopped because the patient was pregnant
	

	Not LTBI (clinician decision)
	Treatment was stopped because clinician determined patient did have LTBI
 
	

	Other (Specify)
	Therapy was discontinued for a known reason not included in the above choices and is not Unknown, (e.g., patient moved outside the United States, or patient moved from state A to state B, and state A notified state B, but state B never followed up).

	Field to specify other reason for stopping LTBI treatment should appear after selecting this option

	Developed TB
	Patient was diagnosed with TB disease, i.e., met national surveillance case definition (RVCT). Please report case to NTSS and report state case number in the field provided.

	Field to specify NTSS state case number should appear after selecting this option

	Severe adverse event

	[bookmark: OLE_LINK61][bookmark: OLE_LINK62]Therapy was permanently stopped because of an adverse event attributed to anti-TB medications. Please indicate whether the patient was hospitalized and whether the patient died in the field that appears after selecting this option

	Severe adverse events should also be reported to CDC by emailing LTBIDRUGEVENTS@CDC.GOV




















END OF PROPOSED DATA COLLECTION FORM
INSTRUCTIONAL MANUAL




Appendices


The following appendices provide information and codes that are used to complete the TBLISS form:

· Appendix A – LTBI Case Definition for Public Health Surveillance 
· Appendix B – Recommendations for Reporting and Counting LTBI Cases
· Appendix C – Glossary




Appendix A 

Latent Tuberculosis Infection Case Definition for Public Health Surveillance


Clinical criteria

Clinical criteria alone are not sufficient to classify a case of TB Infection. Clinical criteria to confirm a suspected case of TB Infection are as follows:

No clinical evidence compatible with TB Disease including:

No signs or symptoms consistent with TB Disease

AND

1) Chest imaging without abnormalities consistent with TB (chest radiograph or CT scan)
OR
2) Abnormal chest imaging that could be consistent with TB Disease with microbiologic testing that is negative for MTB complex AND where TB Disease has been clinically ruled out

Laboratory Criteria for Diagnosis

Laboratory/diagnostic criteria alone are not sufficient to confirm a case of TB Infection. Laboratory criteria to identify suspected cases of TB Infection are as follows: 

A positive tuberculin skin test (TST) [As defined by the CDC (see reference)]

OR

A positive interferon-gamma release assay (IGRA) [As defined by the CDC (see reference)]


Criteria to Distinguish a New Case from an Existing Case

A new case is an incident TB Infection case that meets the suspected or confirmed case criteria and has not previously been diagnosed or treated for TB Infection OR previously treated for TB Disease.



Case Classification


Suspected

A case that meets one or more of the laboratory criteria

AND

M. tuberculosis complex was not isolated from a clinical specimen, if a specimen was collected



Confirmed

A case that meets one of the laboratory criteria for TB infection

AND

M. tuberculosis complex was not isolated from a clinical specimen, if a specimen was collected

AND

Meets the clinical criteria for TB Infection as listed above



Reference(s)
1. Council of State and Territorial Epidemiologists (CSTE). Public Health Reporting and National Notification for Tuberculosis. CSTE Position statement 09-ID-65. Available from: http://www.cste.org/resource/resmgr/PS/09-ID-65.pdf
2. Centers for Disease Control and Prevention (CDC). Latent Tuberculosis Infection: A Guide for Primary Health Care Providers. Available from https://www.cdc.gov/tb/publications/ltbi/diagnosis.htm (Accessed February 2017)
3. Centers for Disease Control and Prevention (CDC).TB Fact Sheet on Tuberculin Skin Testing Available from: https://www.cdc.gov/tb/publications/factsheets/testing/skintesting.htm (Accessed February 2017)
4. Centers for Disease Control and Prevention (CDC). TB Fact Sheet on IGRA Blood Tests for TB infection Available from: https://www.cdc.gov/tb/publications/factsheets/testing/igra.htm (Accessed February 2017)
5. Lewinsohn DM, Leonard MK, LoBue PA et al. Official American Thoracic Society/Infectious Diseases Society of America/Centers for Disease Control and Prevention Clinical Practice Guidelines: Diagnosis of Tuberculosis in Adults and Children. Clin Inf Dis 2017: 64 (2): 111-5.
6. CDC 2018. NNDSS Latent Tuberculosis Infection definition. https://wwwn.cdc.gov/nndss/conditions/latenttb/case-definition/2018/. Accessed June 30, 2019.
7. CSTE 2017. Latent Tuberculosis Infection position statement. https://c.ymcdn.com/sites/www.cste.org/resource/resmgr/2017PS/2017PSFinal/17-ID-09.pdf. Accessed June 30, 2019.


Appendix B

Recommendations for Reporting and Counting LTBI Cases

(Revised July 12, 2019)

A distinction should be made between reporting LTBI cases to a health department and counting LTBI cases for determining incidence of disease. Throughout each year, suspected and confirmed LTBI cases are reported to public health authorities by sources such as clinics, hospitals, laboratories, and health care providers. From these reports, it is determined which cases meet the current surveillance definition for TB infection and whether the case is countable. 

State and local TB control officers should also report to Centers for Disease Control and Prevention (CDC) those LTBI cases that are not countable for morbidity statistics (see Counting LTBI Cases), as a measure of programmatic and case management burden.

I.	Reporting LTBI Cases. For purposes of this surveillance project, health care providers and laboratories should be required to report all suspected or confirmed LTBI cases to state or local health departments based on the current “Latent Tuberculosis Infection Case Definition for Public Health Surveillance” (Appendix A). This notification is essential in order for TB programs to

· Ensure case supervision
· Ensure completion of appropriate therapy
· Evaluate program effectiveness
· Assess trends and characteristics of LTBI morbidity

II.	LTBI Surveillance. Diagnosis of LTBI made after exclusion of TB disease. For purposes of this surveillance project, a case of LTBI is defined based on lab test results suggesting presence of infection with M. tuberculosis complex but without clinical evidence of TB disease that is supported by radiographic or microbiologic evidence. Cases should be classified as suspected, confirmed, or not a case based on laboratory, clinical, radiographic, and microbiologic evidence.

a.	Suspected Case Classification

A case that meets one or more of the laboratory criteria (Appendix A)

AND 

M. tuberculosis complex was not isolated from a clinical specimen, if a specimen was collected

b.	Confirmed Case Classification

A case that meets one of the laboratory criteria for TB infection (Appendix A)

AND

M. tuberculosis complex was not isolated from a clinical specimen, if a specimen was collected

AND

Meets the clinical criteria for TB Infection as listed in Appendix A

III.		Counting LTBI Cases. Not all LTBI cases will be counted as part of the reported LTBI incidence for the United States. Cases that meet one or more of the following criteria will not be counted, but should still be reported as “noncountable” cases:

a. Non-U.S. residents: Cases reported in persons who are not U.S. residents (e.g., foreign visitors) are not countable as U.S. LTBI cases for the purpose of reporting official LTBI incidence data. These cases might be included in other calculations (e.g., funding allocations).

b. Transfer cases: Cases that were diagnosed with LTBI in another reporting area that participates in U.S. LTBI surveillance should not be counted in the case count for any subsequent jurisdictions to which the patient moved after being diagnosed with LTBI, unless after discussion with the other reporting areas it is determined that the case should be counted by a reporting area other than the one where the case was diagnosed.

IV.	Suggested Administrative Practices

To promote uniformity in LTBI case counting, the following administrative procedures are recommended:

(a) All reported countable LTBI cases will be included in epidemiologic analyses, if possible. Cases for which laboratory or microbiology results are pending or for which confirmation of LTBI is questionable for any other reason should not be counted until their status is clearly determined; they should be counted at the time they meet the criteria for counting. This means that a case reported in one calendar year could be included in the morbidity count for the following year. The reporting area should ensure that there is agreement between local and state LTBI cases reported for this project.
(b) LTBI cases reported to health departments that do not have complete information should be accepted as an official morbidity report if sufficient details (i.e., core data elements) are provided; otherwise, the notification should be used as an indicator of a suspected LTBI case which should be investigated promptly for confirmation.



Appendix C

Glossary

	Term
	Definition

	Acid-fast bacilli (AFB)
	Microorganisms that when stained, retain color even after they have been washed in an acid solution; may be detected under a microscope in a stained smear.


	Adherence to treatment
	Following the recommended course of treatment by taking all the prescribed medications for the entire length of time necessary.


	Alien
	Defined by the U.S. Citizenship and Immigration Services (USCIS)1 as “any person not a citizen or national of the United States.”


	Case management
	A system in which a specific health department employee is assigned primary responsibility for the patient, systematic regular review of patient progress is conducted, and plans are made to address any barriers to adherence.


	Case reporting
	Informing the state or local health department when a new possible or confirmed case (an occurrence) of LTBI or TB disease has been diagnosed.


	Cavity
	A hollow space within the lung, visible on a chest x-ray or CT scan. 


	Clinician
	A physician, physician’s assistant, or nurse.


	Confirmed case
	An episode of LTBI in a person meeting the laboratory and clinical criteria for LTBI as defined in the document “Latent Tuberculosis Case Definition for Public Health Surveillance” (see Section II for criteria).


	Congregate setting
	A setting in which a group of usually unrelated persons reside in close physical proximity. These settings may include hospitals, long-term care facilities, assisted living facilities, correctional facilities, or homeless shelters (see residential facilities).


	Contact investigation
	A procedure for interviewing a person who has TB disease to determine who may have been exposed to TB. People who have been exposed to TB are tested for latent TB infection (LTBI) and TB disease.


	Contacts
	People exposed to someone with infectious TB disease, generally including family members, roommates or housemates, close friends, coworkers, classmates, and others.


	Counting of an LTBI case
	The process whereby a verified case is evaluated against count criteria (e.g., assesses for case duplication). These cases are then counted for morbidity in that locality (e.g., state or county) as well as morbidity counting for this project.

	Country of birth
	The country where a person was born.


	Culture
	To grow organisms on media (substances containing nutrients) so that they or the product of this process can be identified.


	Diabetes mellitus
	A disease in which the body's ability to use sugar is altered.


	Diagnostic evaluation
	An evaluation used to diagnose TB disease; includes a medical history, a chest x-ray, the collection of specimens for bacteriologic examination, and possibly a tuberculin skin test or an interferon-gamma release assay.


	Directly observed therapy (DOT)
	A designated person watches the TB or LTBI patient swallow each dose of the prescribed drugs.


	End-stage renal disease (ESRD)
	A condition when chronic kidney failure has progressed to the point where kidney function is less than 10% of normal; requires dialysis or transplantation; also known as stage 5 chronic kidney disease. The most common cause of ESRD in the United States is diabetes.


	Ethambutol (EMB)
	A drug used to treat TB disease; may cause vision problems. Ethambutol should be used cautiously in children who are too young to be monitored for changes in their vision.


	HIV
	Human immunodeficiency virus, the virus that causes AIDS.


	Immunosuppressive therapy
	Therapy that suppresses or weakens the immune system.

	Interferon-gamma release assay (IGRA)
	A type of blood test that measures a person’s immune reactivity to M. tuberculosis by measuring release of IFN-γ. In the U.S., QuantiFERON®-TB Gold, QuantiFERON®-TB Gold In-Tube, QuantiFERON®-TB Plus, QuantiFERON-TB Gold Plus, and T-SPOT®.TB are FDA-approved IGRAs. However, only QuantiFERON-TB Gold Plus and T-SPOT®.TB are currently marketed.


	Isolate
	A sample from a specimen that was identified as a certain organism such as M. tuberculosis complex.


	Isoniazid (INH)
	A drug that is used for treating LTBI and one of the drugs used to treat TB disease; although relatively safe, it may cause hepatitis and other severe adverse reaction in some patients.


	Latent TB infection (LTBI)
	Refers to the condition when a person is infected with tubercle bacilli, but TB disease has not developed. Persons with LTBI do not have TB disease symptoms and they cannot spread TB germs to others. Persons with LTBI usually have a positive result to the Mantoux tuberculin skin test or an interferon-gamma release assay release assay.


	LTBI treatment
	Medication that is given to people who have TB infection to prevent them from developing TB disease.


	Mantoux tuberculin skin test (TST)
	A method of testing for TB infection; a needle and syringe are used to inject 0.1 ml of 5 tuberculin units of liquid tuberculin between the layers of the skin (intradermally), usually on the forearm; the reaction to this test, a palpable swollen area (induration), is measured 48 to 72 hours after the injection and is interpreted as positive or negative depending on the size of the reaction and the patient’s risk factors for TB.


	Mycobacterium tuberculosis
	One of the organisms causing TB in humans, and sometimes called the tubercle bacillus; belongs to a group of bacteria called mycobacteria.


	Mycobacterium tuberculosis complex
	A group of closely related mycobacteria that can cause active TB (e.g., M. tuberculosis, M. bovis, and M. africanum). Most TB in the United States is caused by M. tuberculosis.


	Nucleic acid amplification (NAA)
	A technique that amplifies (copies) DNA or RNA segments, in order to directly identify microorganisms in sputum specimens.


	Reporting area
	Areas responsible for counting and reporting LTBI cases to CDC for this project. Currently there are 5 reporting areas: Arkansas, Maryland, Massachusetts, New York City, and Rhode Island.


	Rifampin
	A drug used to treat TB disease; also used for LTBI treatment. 


	Rifapentine
	A drug used to treat TB disease; used once weekly with isoniazid during the continuation phase with selected HIV-negative patients; also used for LTBI treatment.


	Smear
	A specimen that has been smeared onto a glass slide, stained, washed in an acid solution, and then placed under the microscope for examination; used to detect acid-fast bacilli in a specimen.


	Specimen
	A sample collected from a person for testing.


	Sputum
	Phlegm from deep in the lungs, collected in a sterile container for processing and examination.


	Suspect/Suspected case
	A person for whom there is a high index of suspicion for LTBI (e.g., a known contact to an active TB case or to a person with signs or symptoms consistent with TB) who is currently under evaluation for TB disease.


	TB disease
	An illness, caused by bacteria called Mycobacterium tuberculosis, in which tuberculosis (TB) bacteria are multiplying and attacking parts of the body, most commonly the lungs. A person with active TB disease is capable of spreading the disease to others if the TB bacteria are active in the lungs or throat. The symptoms of active TB disease include weakness, weight loss, fever, no appetite, chills, and sweating at night. Other symptoms may include a bad cough, pain in the chest, and coughing up blood. 





Appendix D

References

1.	U.S. Department of Homeland Security, U.S. Citizenship and Immigration Services; http://uscis.gov. Accessed June 2018.
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