Cross-cutting Tool – 4a

2009 RVCT Trending Guidance

The newly revised RVCT form (OMB approval through 2011) contains several changes compared to items on the expired RVCT (OMB approval through 2008). A workgroup was formed to address how these changes should be incorporated into trend analysis for common analyses of surveillance data..

 The following is a list of some trending issues identified. The list is not exhaustive; not all changes to the RVCT are addressed. For detailed instructions on changes to the RVCT, refer to: CDC. Report of Verified Case of Tuberculosis (RVCT) Instruction Manual. Atlanta, GA: U.S. Department of Health and Human Services, CDC, June 2009.

Sites of Disease: 

	Expired Item
	Revised Item
	Impact
	Trend Guidance

	Major Site of Disease (Item 15) captured one primary site of disease. If Miliary was selected, no other sites could be chosen under Additional Site of Disease.

Additional Site of Disease (Item 16) captured multiple sites, provided that no site matched Item 15.
	Miliary is no longer collected on Item 16 and is now collected in Initial Chest Radiograph (Item 22A) and Initial Chest CT Scan or Other Chest Imaging Study (Item 22B) for abnormal radiograph or imagining results only.

Site of TB Disease (Item 16): Two anatomic codes were extracted from Other and are now listed individually:  Lymphatic: Axillary, and Laryngeal.
	Impact on the trend of interest, site of disease, is unknown.

From 1993 to 2008, miliary was selected as a major site 3465 times (1.4%). Miliary was selected as an additional site 1123 times (0.4%). Of the 4957 cases of miliary disease, 647 (13.1%) occurred where the patient had a normal chest radiograph.  


	Creation of a new miliary yes/no variable to indicate miliary disease from 1993 through the present. This variable will be populated with miliary site of disease from the expired RVCT (Item 15 or Item 16) and miliary sub-response within abnormal chest radiograph or imaging study on the revised RVCT (Items 22A/B). 

Expired Item or Revised Item  Miliary Disease 

· Miliary Major Site of Disease Item 15 or Miliary Additional Site of Disease Item 16 or Evidence of miliary TB Yes in Item 22A/B  yes

· All other sites excluding Miliary (Item 15 or Item 16) or Evidence of miliary TB No in Item 22A/B  no

· Site Not Stated or Missing Item 15 or Unknown or Missing Item 22A/B  unknown

· Normal in Item 22A/B  no 

The calculated miliary variable will assist in trending site of disease as pulmonary, extrapulmonary, or both. Miliary disease is considered both pulmonary and extrapulmonary.  


X-ray:


	Expired Item
	Revised Item
	Impact
	Trend Guidance

	Radiograph results were collected under Chest X-Ray (Item 21) as Normal, Abnormal, Not Done, or Unknown. The Abnormal result section had three sub-responses regarding cavitation: Cavitary, Noncavitary Consistent with TB, and Noncavitary Not Consistent with TB.  Abnormal results section had four sub-responses regarding X-ray changes: Stable, Worsening, Improving, or Unknown. 


	Chest X-Ray is now Initial Chest Radiograph (Item 22A) Normal, Abnormal, Not Done, or Unknown.  

A new item, Initial Chest CT Scan or Other Chest Imaging Study (Item 22B), also captures results Normal, Abnormal, Not Done, or Unknown. 

Items 22A and 22B Abnormal sections have sub-responses asking for Evidence of a cavity: Yes, No, Unknown and Evidence of miliary TB: Yes, No, Unknown.  


	The primary impact regards the expired clinical case definition, which required Abnormal Chest X-Ray and Worsening or Improving X-ray.

Revised case definition requires Abnormal Initial Chest Radiograph, or Abnormal Initial Chest CT Scan or Other Chest Imaging Study. No sub-questions are examined.  Chest imaging may be more sensitive than radiographs for identifying abnormalities. 

Exact impact unknown. Revision may change the number of clinical case verifications and number of abnormalities. 

Secondly, the revised RVCT specifies Abnormal Radiograph or Imaging Study consistent with TB, whereas the expired RVCT captured all Abnormal X-Ray then whether Abnormal Noncavitary results were Consistent with TB or Not Consistent with TB.  

Abnormal Xray results  Not Consistent with TB  occurred 4% of the time between 1993-2006 when chest radiograph results were abnormal. With the revised RVCT, these radiographs might be coded as Normal, since Abnormal definition is restricted to radiographs or imaging consistent with TB.
	All surveillance tables describing case verification criteria will note case definition as having changed between the expired and the revised RVCT.  

Creation of a new derived cavitary yes/no variable to indicate cavitary disease from 1993 to the present.  

Expired Item or Revised Item  Cavitary

· Cavitary in Item 21 or Evidence of cavity Yes Item 22A/B  yes

· Non-cavitary Consistent with TB or Non-cavitary not consistent with TB Item 21 or Evidence of a cavity No Item 22A/B  no

· All other responses  missing  

Analyses of cavitation should be restricted to Abnormal Chest X-Ray, Abnormal Radiograph, or Abnormal Chest CT Scan or Other Imaging Study. Note: Unknown cavity on revised RVCT did not exist on expired RVCT. When examining trends in cavitation over time, users should note that chest imaging studies may be more sensitive to identifying cavitation than radiographs.  

Evidence of miliary disease is addressed above under Site of Disease.

For trending purposes, surveillance will report combined data on Abnormal Chest Radiograph, and Abnormal Chest CT Scan or Chest Imaging Study (% of cases with Abnormal in either Item 22A or Item 22B on revised RVCT).  

These percentages can be compared to expired RVCT definition of Abnormal Chest X-Ray; however, the addition of Chest CT Scan or Chest Imaging Study and specification consistent with TB should be footnoted.




Primary Occupation:

	Expired Item
	Revised Item
	Impact
	Trend Guidance

	Occupation (Item 32) stated to "check all that apply with the past 24 months" and allowed entry of up to four responses:Health Care Worker, Correctional Employee, Migratory Agricultural Worker, Other Occupation, Not Employed within Past 24 Months, or Unknown.
	Primary Occupation within Past Year (Item 30) only allows the collection of one response, a time frame of one year, and adds the following responses: Retired, and Not Eligible for Employment. 


	Not known. Anticipate fewer unemployed responses, since more specific information can be recorded for those who are retired or otherwise not seeking employment.  

259 of 253,299 (0.1%) of all TB cases through 2006 showed multiple occupation, so potentially little impact on employed occupational risk status.
	Due to the time frame of employment, removal of the ability to list more than one occupation, and the inability to use the expired RVCT to complete new categories of retired and not eligible for employment, Primary Occupation within Past Year does not represent the same measure as previously defined. Surveillance data will show a break in tables representing occupation data.


Sputum Culture Conversion Documented: 

	Expired Item
	Revised Item
	Impact
	Trend Guidance

	Sputum Culture Conversion Documented (Item 35) collected Yes/No/Unknown response and two dates: Initial Positive Sputum Culture and First Consistently Negative Culture. 


	Sputum Culture Conversion Documented (Item 41) collects Yes/No/Unknown response and date of First Consistently Negative Culture only.  Date Collected for positive or negative sputum culture is now captured under Sputum Culture (Item 18).  

In addition, Item 41 contains a new variable new sub-response on the reason for no documentation of culture conversion. 


	No known impact.  

On the expired RVCT, date of sputum collection was available for positive results only in the case of documented culture conversion, and was not available for negative results, nor for positive results without documented culture conversion.  
	Time to culture conversion should be based on date of First Consistently Negative Culture from Item 35 in the expired RVCT or Item 41 in the revised RVCT and Date Therapy Started from Item 28 on the expired RVCT or Item 36 on the revised RVCT.  Date of sputum collection should not be used for time to conversion.  

Analyses of culture conversion should be restricted to:

· Cases with initial Sputum Culture given as Positive in Item 18 on the revised RVCT or Item 18 on expired RVCT.  

· Cases alive at diagnosis.

Analyses of time to conversion include the above restriction and are further restricted to cases with documented culture conversion Yes on Item 35 of the expired RVCT or Item 41 of the revised RVCT.


Reason Therapy Stopped: 

	Expired Item
	Revised Item
	Impact
	Trend Guidance

	Reason Therapy Stopped (Item 37) collected one of eight responses, including Moved.


	Reason Therapy Stopped or Never Started (Item 44) no longer includes Moved, which is its own item (Item 42), adds a response for Adverse Treatment Event, and collects detailed sub-responses if patient Died. 

In addition, this item now captures why therapy was never started.
	Minimal, based on examination of past data.

From 1993-2008, 2,378 of 276,031, or 0.86%, of cases alive at diagnosis never started therapy. 

From 1993-2008, Moved was selected as a reason therapy stopped 8,983 times or 3.45%.  Moved on the expired RVCT may be Lost or Other on Item 44 on the revised RVCT.  Other responses may decrease with the new category Adverse Treatment Event on the revised RVCT.

Moved status may be recorded more frequently on the revised RVCT, since moves and completion of therapy are captured separately.  
	Moved has never been a valid reason for stopping therapy.  A patient should be followed up by the area that initially reported the case until completion.  Moved on the revised RVCT captures program burden. 

For surveillance analyses, responses other than Completed Therapy or Died are lumped together in analyses of completion of therapy.   

Trend analyses will continue to analyze “reason therapy stopped” restricted to cases alive at diagnosis and on one or more anti-TB drugs based on the initial drug regimen variables.  Patients alive at diagnosis who did not start on any anti-TB drugs are excluded. Researchers can create a “never start therapy” variable to indicate patients ALIVE at diagnosis but NOT on any anti-TB drugs. 

Surveillance tables will footnote changes to categories regarding therapy completion.


Type of Health Care Provider: 

	Expired Item
	Revised Item
	Impact
	Trend Guidance

	Type of Health Care Provider (Item 38) collected one of four possible responses: Health Department, Private/other, Both Health Department, Private/other, Both, or Unknown.


	Type of Outpatient Health Care Provider (Item 46) now includes more detailed responses: Local/State Health Department, Private Outpatient, IHS, Tribal Health Department or Tribal Corporation, Institutional/Correctional, Inpatient Care Only, Other, or Unknown. 


	Not known. 
	The more detailed information now captured in Item 46 on the revised RVCT is primarily for use at the local level.  National surveillance tables will continue to report Health Department, Private/Other, or Both through creation of a calculated variable from the revised RVCT (Item 46) as follows:

· Local/state health dept.  Health dept.

· Priv. outpatient, Inpatient care, IHS, Institutional, or Other  Private/Other 

· Local/state health dept + at least one category other than Unknown categories  Both

· Unknown Unknown

Surveillance tables will footnote changes to categories regarding provider type.


Case Verification Criteria:  See modified specification for revised RVCT (available from Sandy Price).  All surveillance tables describing case verification criteria will note case definition as having changed between the expired and the revised RVCT.  We expect that some small percentage of cases previously verified by nucleic acid amplification test alone, or interferon gamma result assay in lieu of tuberculin skin test, or chest imaging study in lieu of chest radiograph, will move from Provider Diagnosis to Clinically Confirmed Status. 
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