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Description and Disclosure

Description

Staff from CDC and various jurisdictions developed over 50 quality assurance (QA) tools that
include tables, charts, graphs, processes, and templates.

The tools are available in commonly used word processing formats such as Word, Excel,
PowerPoint, or PDF. They may be used by and adapted to your setting. To view or download the
tools, please see the QA Toolkit CD in the back of this manual or visit:
http://www.cdc.gov/tb/programs/rvct/default.htm.

The tools are organized by chapter. Each chapter section begins with the master list of tools for
that chapter, followed by examples of the tools. For most examples, only the first page of the tool
is shown. This is because there are a lot of tools and some of them have multiple pages.
However, the QA Plan Tools described in Chapter 3: Overview of QA Process, include the entire
document because they are very important to the QA process and can be easily referenced while
working through this manual. The images of the tools in this chapter are screen shots of the tools
and may be a little fuzzy. For a clearer image see the actual tools on the CD or RVCT website
listed above.

The Master List of Tools provides a brief description of each tool. The tools are organized by
chapter and the list includes information described in the table below.
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http://www.cdc.gov/tb/programs/rvct/default.htm

Master List of Tools

Section

Description

Name

Each tool has a name at the top of the page.

Tool Number

Each tool has a unique identifier located in the top right corner of the tool.
The identifier includes the content topic and a number (e.g., QA Plan Tool-1,
Case Detection Tool-1). Some tools are linked by functionality; these include
a letter after the number (e.g., Accuracy Tool-1a, Accuracy Tool-1b).

Description and
How to Use

A brief description includes the purpose of the tool and how to use it.

Format

The file format of the tool is listed as either Word, Excel, PowerPoint or
PDF. Also included is the number of pages and the size of the size of the tool
(if it is other than 8 /2" x 117).

Source Contact
(for the tool)

The source contact indicates the agency that developed the tool. Contact
information for some of the sources is available on the last page of this
Chapter.

Disclosure

The “Quality Assurance for Tuberculosis Surveillance Data: A Guide and Toolkit” lists
nonfederal resources in order to provide information and tools to consumers. These resources
were developed by the authors and staff from various jurisdictions and are not endorsed by the
Centers for Disease Control and Prevention, the Public Health Service, or the Department of
Health and Human Services.
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Chapter 3: Quality Assurance Plan Tools

The QA Plan Tools includes a list of the tools followed by examples of the tools. These tools

are some of the most important tools in the toolkit because they provide the basis for the
QA process. The entire document for each of the tools is included because these are helpful to
the jurisdictions for conducting QA.

Note: QA Plan Tools 1-3 are based on Fiscal Year 2014 CoAg and may need to be updated when

Quality Assurance Plan Tools

the CoAg is updated.

Tool # Tool Name Description and Format Source
How to Use Contact
QA Plan-1 CDC Tuberculosis | The TB surveillance section of PDF CDC/DTBE
Elimination and the 2014 version of the CoAg 6 pages
Laboratory document.
Cooperative
Agreements
(CoAg) TB
Surveillance
Section
QA Plan-2 Quality Assurance | A table that lists all of the CoAg | Word CDC/DTBE
for TB requirements for TB surveillance | 9 pages
Surveillance Data | and possible data sources and
CoAg activities. This is based on the
Requirements 2014 CoAg.
QA Plan-3 Quality Assurance | A guide to help jurisdictions Word CDC/DTBE
for TB write their own QA protocol 3 pages
Surveillance Data | based on the CoAg
Written Quality requirements.
Assurance
Protocol - Guide
QA Plan—4 Case Verification | An RVCT calculated variable PDF CDC/DTBE
Criteria (Vercrit) | algorithm used in countinga TB | 4 pages

Calculation

case.
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QA Plan Tool-1

U.S. DEPARTMENT OF HEALTH AND HUMAN SERVICES
Centers for Disease Control and Prevention (CDC)
Tuberculosis Elimination and Laboratory
Cooperative Agreements

Announcement Tvpe: Continuation — Tvpe 2

Funding Opportunity Number: CDC-PS-10-1005 CONT14

Division of Tuberculosis Elimination (DTBE), NCHHSTP, OID, CDC
Catalog of Federal Domestic Assistance Number: 93.116

3. TB Surveillance/Reporting

Enhance identification, reporting, and follow-up of TB cases and suspects by establishing
haisons with appropriate reporting sources such as hospatals, clinies (e.g., TB and HIV/ATDS
clinics), laboratories performing tests for mycobacteria, selected physicians (e.g.. pulmonary
and infectious disease sub-specialists), correctional facilities, community and nugrant health
centers, pharmacies, and other public and private facilities providing care to populations with
or at sk for TB. Junisdictions should provide a plan for case finding and how they will or
have established appropnate haisons. Thereafter, TB programs should prowvide peniodic
feedback and at mimmum, an annual written report summanzing surveillance data to
reporting sources.

Develop and mmplement active case detection activities to ensure complete and timely
reporting of TB cases and suspects. At muimimum_ ongoing active laboratory surveillance
should be conducted by on-site visits 1n all areas to ensure complete reporting of all TB cases
and suspects with positive acid-fast bacilli (AFB) smears and cultures for M.th.

Maintain a registry of TB cases that the junisdiction will include in 1ts morbidity total that
contains at a minimum the elements to produce data for the national TB case report, the
revised RVCT. All local junisdictions should also have at least a log, 1f not a registry, that
contains key demographic and clhinical information on each reported TB suspect. Data on TB
cases recetving diagnostic, treatment, or contact mvestigation services in the local
jurisdiction, although not mcluded in the annual morbidity total, should be imncluded 1n the TB
registry.

Report all newly diagnosed cases of TB to the CDC according to a schedule agreed upon
each year, generally monthly, and at least quarterly. TB case data will be reported to CDC
using the revised RVCT form via an electronic format that conforms to Public Health
Information Network (PHIN) and/or National Electronic Disease Surveillance System
(NEDSS) messaging standards. TB programs will maintain at least 95 percent reporting
completeness for all vanables existing on the pre-2009 RVCT. HIV status will be reported
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for at least 95 percent of all newly reported TB cases age 25-44 years. A valid genotype
accession number (generated by the CDC-sponsored genotyping laboratory) will be reported
for at least 85 percent of all reported culture-positive cases. By 2013, TB programs will
achieve 95% completeness of all variables 1n the revised RVCT.

Submut complete RVCT reports, mcluding Follow Up 1 (Initial Dug Susceptibility Report)
and Follow Up 2 (Case Completion Report). The Initial Case Reports should be submuitted
generally monthly and at least quarterly. Follow Up 1 Report, which is only for TB cases
with positive culture results, should be completed and submitted within 2 months after the
wmnitial RVCT was submitted, or when drug susceptibility results are available, whichever 1is
later. The Follow Up 2 Report, which should be submutted for all cases in which the patient
was alive at diagnosis, should have data entered as it becomes available, and 1t should be
complete when the case 1s closed to supervision. All Follow Up 2 Reports should be
completed within two vears of mnitial case reporting.

Assess the kmowledge. skalls and abilities of all existing personnel and new hires whose
duties involve the collection and reporting of registry and RVCT data. Provide training and
evaluation. Training will focus on accurate and timely completion of the revised RVCT and
maintenance of data confidentiality. Within 6 months of implementation of the revised
RVCT. all existing staff will be trained on revised RVCT data collection. New staff should
be trained within 2 months of hire date.

Incorporate quality assurance policies and procedures into surveillance activities to ensure
completeness, tumeliness and accuracy of data abstracted from oniginal patient records, of
registry data and of data entered onto the EVCT form and transmitted to CDC. Develop a
written protocol for quality assurance to achieve data completeness. timeliness and accuracy.
The protocol should be submitted to CDC 1n August 2010. At least annually evaluate the
validity of RVCT data by comparing RVCT data and the junisdiction’s TB registry data to

onginal data sources. Develop and implement plans for improvement.

At least quarterly, analyze (e.g.. quarterly) TB surveillance data to monitor trends. detect
potential outbreaks, and define high-risk groups, and produce and disseminate at least an
annual report summanzing current data and trends.

At least annually evaluate programmatic performance by using TB surveillance data to assist
in compiling supporting evidence to determine the extent to which program objectives are
being met and also to assist in developing strategies for improvement. This objective can be
met through NTIP reports.

Ensure that TB surveillance data are kept confidentially and that all data files are secure.
Policies and procedures must be 1n place to protect the confidentiality of all surveillance case
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reports and files. Policies and procedures to protect HIV test results must conform to the
confidentiality requirements of the state and local HIV/AIDS programs.

* Penodically (e.g.. at least every two vears) evaluate the completeness of reporting of TB
cases to the surveillance system by identifying and mvestigating at least one population-
based secondary data source (e.g.. statewide laboratory record review, pharmacy review,
hospital discharge data review) to find potentially unreported TB cases. Potential TB cases
identified during the evaluation must be verified through review of medical records,
physician interviews, or patient interviews. Reasons for non-reporting of TB cases should be
determined and a plan for improvement developed and implemented.

¢ (Collaborate with the HIV/ATIDS program to conduct at least annual TB and ATDS registry
matches to ensure completeness of reporting of HIV and TB co-imnfected patients to both
surveillance systems. Investigate and verify all TB cases reported to the HIV/AIDS program
and not reported to the TB program Update the TB registry and reporting to CDC as needed.

e At least annually assess reasons for mcomplete HIV results on the RVCT for each verified
case of TB. Determine 1f patients were not tested for HIV or were tested but results not
reported to the TB program. Develop and implement plans for improvement in increasing
HIV testing and reporting to patients and TB programs.

Attachment 5

Additional Guidance to Clarify Data Necessary for TB Registrv and Reporting
Reguirements for
FY 2014 Interim Progress Report

All grantees, as part of Section 3., Awardee Activities, A (3), TB Surveillance/Reporting, will
develop and implement surveillance activities to ensure complete, accurate, and timely reporting
and counting of TB cases, and maintain a registry of verified TB cases. Timeliness includes
reporting all verified TB cases to CDC on a monthly or at least guarterly basis, particularly
patients with multi-drug resistant TB who are reported and counted during that guarter.
In addition, the grantees should incorporate quality assurance of surveillance data (case
detection, data accuracy, data completeness and data timeliness) routinely into their surveillance

activities.

Reporting should include complete data on all data items in the Report of Verified Case of
Tuberculosis (RVCT). All RVCT data items (listed below) should be filled out completely
according to CDC mstructions for the revised RVCT. (Reference: CDC. Report of Vernified Case
of Tuberculosis (RVCT) mstruction manual Atlanta, GA: US Department of Health and Human
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Services, CDC: 2009. Available at
ht

itp.cde. gov/pub/software/tums/2009%2 0rvet%20documentation/rvct% 2 Mtramning % 2 0mater

als/tvet%20imnstruction% 2 0manual pdf)

bl

wn

21.

22,

23,

24

27.
28.

29.
30.
31.
32

Date Reported

Date Submutted

Case Numbers

Reporting Address for Case Counting

Count status: 1) TB case, 2) Noncountable TB case: a. Verified case: Counted by another US
area, b. Verified case: TB treatment initiated 1 another country, c. Venfied case: Recurrent
TB within 12 months after completion of therapy

Date Counted

Previous Diagnosis of TB Disease

Date of birth

Sex at Birth

. Ethnicity

. Race

. Country of birth

- Month-Year Arnived in U.S.

. Pediatric TB Patients (less thanl3 years old)

. Status at TB Diagnosis: If dead. enter date of death and whether TB was a cause of death.

. Site of TB Disease

. Sputum Smear: date collected

. Sputum Culture: date collected and date result reported

. Smear/Pathology/Cytology of Tissue and other Body Fluids: date collected, anatomic code,

tvpe of exam

. Culture of Tissue and Other Body Fluids: date collected, anatomic code, type of exam,

date result reported, reporting laboratory type
Nucleic Acid Amplification Test Result: date collected. date result reported. specimen type,
reporting laboratory type
A Inmitial Chest Radiograph. if abnormal: evidence of cavity or military TB: 22B. Initial
Chest CT Scan or Other Chest Imaging Study, if abnormal: evidence of cavity or military TB
Tuberculin (Mantoux) Skin Test (TST) At Diagnosis, date TST placed, millimeters of
induration

. Interferon Gamma Release Assay for Mycobacterium tuberculosis at Diagnosis, date

collected

5. Pnimary Reason Evaluated for TB Disease
26.

HIV Status at Time of Diagnosis, if positive, enter State HIV/AIDS patient number and
City/County HIV/ATIDS patient number

Homeless Within Past Year

Resident of Correctional Facility at Time of Diagnosis, if YES, whether under custody of
Immigration and Customs Enforcement

Resident of Long-Term Care Facility at Time of Diagnosis, 1f YES, select facility type
Primary Occupation Within Past Year

Injecting Drug Use Within Past year

Non-Injecting Drug Use Within Past Year
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33 Excess Alcohol Use Within Past Year

34 Additional TB Risk Factors

35. Immagration Status at First Entry to the U.S.
36. Date Therapy Started

37. Initial Drug Regimen

Imitial Drug Susceptihility Report, Follow Up Report- 1 (Complete this report only for
cases with positive culture for M. ruberculosis complex. Complete and submit this
report as soon as initial drug susceptibility results are available.)

38. Genotyping Accession Number

39. Initial Dmg Susceptibility Testing, if YES, enter date first specimen collected on which
wnitial drug susceptibility testing was done and specimen type

40. Initial Drug Susceptibility Results

Case Completion Report (Follow Up Report-2) (Complete this form for all patients who
were alive at the time of TB diagnosis).

41. Sputum Culture Conversion Documented: if YES, enter date specimen collected for FIRST
consistently negative sputum culture; if NO, enter reason for not documenting sputum culture
conversion

42 Moved: if moved out of the U.5S.. whether transnational referral

43 Date Therapy Stopped

44. Reason Therapy Stopped or Never Started

45. Reason Therapy Extended more thanl2 Months

46. Type of Outpatient Health Care provider

47 Directly Observed Therapy (DOT). number of weeks of DOT

48. Final Drug Susceptibility Testing, if YES, enter FINAL date

49_Final Drug Susceptibility Results

If there are problems m completing all the data items in the RVCT and in sending quarterly
reports to CDC, the grantee should:

Describe the problems.

Describe barriers in solving these problems.

Describe solutions or remedies.

Describe needs for training or other technical assistance.

Describe the differences between program data and those recerved by CDC and reflected m

NTIP

P o

HIV Status

Subheading number 3 (Surveillance/Reporting) of Awardee Activities of the Funding
Opportunity Announcement describes HIV status reporting to include only patients between the
ages of 25-44 years. However, HIV testing and status should be reported for all persons
diagnosed with TB disease (http://www cdc_gov/mmwr/preview/mmwrhtml/rr4813a2 htm)
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Data Security and Confidentiality

Subheading number 3 (Surveillance/Reporting) of Awardee Activities of the Funding
Opportunity Announcement ensures that TB surveillance data are kept confidentially and that all
data files are secure. Awardees should adhere to the Data Security and Confidentiality
Guidelines for HIV. Viral Hepatitis, Sexually Transmitted Disease. and Tuberculosis Programs.
(http:/www.cde. gov/nchhstp/programinte gration/docs/PCSIDataSecurityGuidelines. pdf).

Quality Assurance for TB Surveillance Data

Subheading number 3 (Surveillance/Beporting) of Awardee Activities of the Funding
Opportunity Announcement describes a written protocol for quality assurance (QA) for TB
surveillance data. Awardees should report on how they are conducting each of the QA
components (case detection, data accuracy, data completeness, data timeliness, and data security

and confidentiality).
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QA Plan Tool - 2
Quality Assurance for TB Surveillance Data

Cooperative Agreements (CoAg) Requirements

Note: The requirements are based on Fiscal Year 2014 CoAg and may need to be updated when
the CoAg 1s updated. The CoAg is reformatted into the followmg tables with an addition of
possible data sources and activities.

Summary of CoAg Requirements
* Incorporate quality assurance policies and procedures into surveillance activities to ensure
o Case detection (finding, counting, and reporting all TB cases)
o Data accuracy (accuracy of data abstracted from original patient records, of registry
data, and of data entered onto the RVCT form and transmitted to CDC)
o Data completeness
o Timeliness
o Data security and confidentiality
* Develop a written protocol for quality assurance (QA) for TB surveillance data. Describe
how each of the QA components (case detection, data accuracy, data completeness, data
timeliness, and data security and confidentiality) 1s being conducted

¢ Develop and implement plans for improvement.
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Case Detection Requirements

CoAg Description Possible Data Sources
Requirements and Activities
Maintain a Ata minimum, the registry of TB cases Beview TB datzbase or log of 21l
registry of TB should contain local jurisdictions.
cases *  The elements to produce data forthe
nationzl TE case report, the revised
EVCT.
All local jurisdictions should also have
*  Atleastalog, if not 2 registry, that
contzing key demographic and clinieal
mformation on each reported TB
suspect.
Includein the TB registry
* Daztz on TB cases receiving diagnostic,
treatment, or contact mvestgztion
services in the local jurisdiction,
although not meluded m the annual
morbidity total
Establish Enhance identification, reporting, and Contact:
liaisons with follow-up of TB cases and suspects by » Hospitals
appropriate + Estzblishing lizisons with appropriate « Clinics (=.z., TB and HIV/AIDS
reporting reporting sources. dinics)
sources to ILCE . .
enhance quality | Provide a plan for * Lzhoratories performing tests for
assuranceof TB | ¢+ Case finding mycobactsria

surveillance data

* How appropriate lizizons have been or
will be established.

TB programs should provide

* Perindic feedback

*  Atzmmimum, an znnual written report
summarizing surveillance data to
TEpOTting souress.

Selected physicians (2.2,
pulmenary and mfectious disease
subspecialists)

Correctional facilities
Community znd migrant health
centers

» Pharmacies

Other public and private facilities
providing care to populztions
with or at risk for TB.

Develop and Ata minimum, Beview lzboratory reports.
implement » Conduct ongoing active lzsboratory

active case surveillance by on-zite visits in 2ll areas

detection to ensure complete reporting of 2l TB

activities

cases and suspects with positive zcid-fast
bacilli (AFB) smears and cultures for 14
tuberculosis.
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CoAg
Requirements

Description

Possible Data Sources
and Activities

Evaluate the
completeness of
reporting of TB
cases to the
surveillance
system

Periodically (e.g., at least every two vears)
Evzluate the completeness of reporting of
TE cases to the surveillance system by
wdentifymg and mvestizating at least one
population-based secondary data
source to fmd potentizlly unreportad TB

Cases.

Conduct record reviews of
secondary dzta sources such as
+  Statewide lsboratory

* Pharmacy

+ Hospital discharge data.

Verify potential TE cases identified during
the evaluation.

Determime reasons for nonrsporting of

TE cases.
Develop and mplement 2 plan for
mprovemesnt.

Investigate by

« Ndedical record review
+ Physician interviews

» Patint mterviews,
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Data Accuracy Requirements

CoAg

Requirements

Description

Possible Data Sources
and Activities

Evaluate
accuracy or
validity of
EVCT data

Atleast annually

+ Evaluate the accuracy or validity of
REVCT data by comparimg BEVCT datz
and the jurisdiction’s TB registry data to
originzl data sources.

Beview and evaluate securacy of
s« BWVCT data collection forms
s Patients” medical records

s TE datzbaze.

Assess
knowledge,
skills, and
ahilities of staff
and provide
training if
needed

Assess the knowledge, skills, and abilities
of all existing personnel and new hires
whosze dutiez mvelve the collaction and
reportng of registry and BVCT datz.

Determine staff competencies
+ Beview personnel files.
+ Conduct staff mterviews.

¢  (Obzerve and evzluate staff
zkillz.

Provide training and evaluation

+ Focus trzining on sccurate and tmely
completion of the revised EVCT.

* Trzin 2l existing staff on the revised
EVCT data collection; new staff should

be trained within 2 months of hire date.

Train staff 2z neaded.
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Data Completeness Requirements

CoAg Description Possible Data Sources
Requirements and Activities
Maintain Report TB case data to CDC using the Completz and submit the EVCT
completeness for | Fevised EVCT form viz zn electronic format | form viz an electronic format.
al RVCT that conforms to
variahles »  Public Health Information Network

(PHIN).

and/or
+ MNational Electronic Disease Survetllance
System (WNEDS5) messagmg standards.

Eeport the HI'V status Reeview HIV reports.
* Forat least 93% of 2l newly reported
TE cases.
Report a valid genotype accession number | Complete genotyping reports via
(zenerated by the CDC-sponsored TE GIMS.
genetyping laboratory)

* Forat least 35% of 2l reported culture-
positive cases.

Maintain at least 95% reporting Complete pre-2000 BV CT report.

completeness

+ Forzll varizbles existmg onthe pre-2009
RVCT.

Achieve 95% completeness of all variables | Completz post-2008 EVCT report.
in the revised RVCT.

Match TB and
ATDS registries

Collaborate with the HIV/ATDS program | Examme

to conduct at least annually + TE datzhase

* TE and AIDS registry matches to ensure | « HIV/ATDS registries
completeness of reportmg of HIV and
TB coinfected patients to both
surveillnes systems.

Investigate and verify all TB cases

reported to the HIV/AIDS program and

not reported to the TB program.

+ Update the TB registry and report to
CDC a3 neaded.

Atleast annually

»  Assessreasons for mcomplete HIV
results on the BVCT for each verified
case of TB.
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CoAg
Requirements

Description

Possible Data Sources
and Activities

Determine whether patients
+  Were not tested for HIV,
or

+  Were tested but results not reported to
the TE program.

Develop and implement plans to improve

« HIV testing

+ Reportimg of HIV test results to patients
znd TE programs
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Data Timeliness Requirements

CoAg Description Possible Data Sources
Requirements and Activities
Report all newly | Report all newly diagnosed cases of TB to | Submit EVCT reports.
diagnosed cases | CDC
of TB to CDC *  Accordimg to 2 schedule zgreed upon
according to ezch vear, generally monthly, and at least
schedule. quarterly.
Submit complete | The RVCT Initial Case Reports should be | Submit EVCT Initial Case Beports.
EVCT reports + Submitted generally monthly and at least
according to quartetly.
schedule.
Fu]]u:m Up Report-1 should be Submit completed EVCT Fellow
Completed ouly for TB cases with UpReport-1 (Initial Diug
positive culture results Susceptibility Report).
+ Completed znd submitted within 2
months after the mitial EVCT was
submitted, or when drug susceptibility
results are available, whichever 1z later.
The Follow Up Report-2 should Submit completed EVCT Fellow
» Be submitted for 21l cases in which the UpReport=2 (Case Completion
patient was alive at diagnosis Report).
* Have data entered as they become
available
+ Becompleted when the caseis closad.
* Be completed within 2 vears of nitial
Case rEporting.
(Mote: Completion of reports may be longer
than 2 years for dmg-resistant TB [MDR and
XDF]cazes)
Analze TB Atleast guarterly, analyze TB surveillance | Feview surveillance datzbase,

surveillance data
at least
guarterly.

data to

« IJonitor trends

+ Detect potential outbrezks

+ Defme high-nisk groups

* Produce and dizzeminate at least an

amnuzl report summarizing current data
and trends.
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CoAg Description Paossible Data Sources
Eequirements and Activities

Evaluate At leastannually, evaluate programmatic | EeviewNTIPreports.
programmatic performance by using TB surveillance
performance by | data to

using TB ¢ Assist in compiling supporting evidence
surveillance data to determine the extentto which program
atleastannually. objectives are being met

& Assist in developing strategies for
IMprovenent.
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Data Security and Confidentialitv Requirements

CoAg Description Possible Data Sources
Requirements and Activities
Ensure thatTB | Policies and procedures mustbe in place Write data security and
surveillance data | to protect the confidentiality of all confidertiality policies and
are kept surveillance case reports and files. procedures ofthe TB program
confidentially Feview surveillance case reports
and that all data and files.

files are secure.

Policies and procedures to protect HIV

Feview confidentiality

Adheretothe | testresults, requiremerts ofthe state and
Data Security » Must conformto the confidentiality local HIVYATDS programs.
and . requiremerts o fthe state andlocal Develop data secumty and
Confidentiality HIV/AIDS programs. confidentiality policies and
Guidelines for | Frovide training on security and procedires to protect HIV test
HIV, Viral confidentiality of data. results.

Hepatitis Ob serve hn“' staffcomply with
Sexually ’ the policies and procedires.
Transmitted

Disease, and

Tuberculosis

Programs.
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QA Plan Tool - 3
Quality Assurance for TB Surveillance Data
Written Quality Assurance Protocol Guide
<TB Program’s Name:-
=Date=

Note: The protocol guide is based on 2014 CoAg and may need to be updated if the CoAg 1s
updated.

Background
=Describe briefly vour TB program’s TB morbidity (e.g . patients’ demographic and clinical
information) >

Case Detection
=Dlescribe yvour TB program’s activities for each of the following >
+ Mlaintain a registry of TB cases.

o What type of surveillance system does vour program have?

o How does vour program include all TB suspects in the registry?

+ FEstablish liaisons with appropriate reporting sources to enhance quality assurance
of TB surveillance data.

o How does vour program establish liaisons with partners? [e.g. hospitals, clinics,
laboratories, selected physicians, correctional facilities, community and migrant
health centers, pharmacies, other public and private facilities (e.g., homeless
shelters, drig treatment facilities, mursing homes)]

+ Develop and implement active case finding/detection activities.

o What steps must vour program take to find all TB cases?

o How does vour program conduct ongoing active laboratory surveillance?

o How does vour program conduct site visits on a regular basis?

+ FEvaluate the completeness of reporting of TB cases to the surveillance system.

o How does vour program evaluate completeness of TB reporting by identifving
and investigating at least one population-based secondary data source (e.2.,
statewide laboratory records, pharmacy, and hospital discharge data) at least every
two years?

o How are identified potential TB cases verified?

1
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o How are reasons for non-reporting of TB cases determined and rectified?

Data Accuracy
<Describe your TB program’s activities for each of the following:>
+ FEvaluate accuracy/validity of RVCT data.

o How does your program compare the following?
FVCT data
Program TB registry
Original data sources (e.g., patient’s medical records)

+  Assess knowledge, skills, and abilities of staff and provide training and evaluation.
How does vour program provide tramning on accurate and timely
completion of RVCT 1tems?

¢ Are all extsting staff trained on the instructions for RVCT data collection and new staff

trained within 2 months of hire?

Data Completeness
=Describe vour TB program’s activities for each of the following >
+ Maintain completeness for all RVCT variables.

o How will vour program achieve 95% completeness of all RVCT variables?

o What are yvour program’s plans to achieve at least 93% reporting of HIV status of
all newly reported TB cases?

o How about reporting of a valid genotype accession number for at least 5% of all
reported culture-positive cases?

+ Match TB and AIDS registries.

o How does your program collaborate with the HI'V/AIDS program to conduct at
least annual TB and AIDS registry matches?

o How are TB cases reported to the HIV?AIDS program and not reported to the TB
program investigated and verified?

o How are reasons for incomplete HI'V results on the RVCT for each verified case

of TB assessed and rectified?
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Data Timeliness
=Describe your TG program’s activities for each of the following =
* Report all newly diagnosed cases of TB to the CDC according to schedule.

o What timeline does vour program use to report all newly diagnosed TB cases to
CDC? Monthly? Quarterly?

*  Submit complete RVCT reports according to schedule.

o How are the RVCT Initial Case Reports submitted? Monthly? Quarterly?

o How are the RVCT Follow Up 1 Reports (i.e., for TB cases with positive culture
results) completed and submitted? Within 2 months after the initial RVCT was
submitted, or when drug susceptibility results are available?

o How are the RVCT Follow Up 2 Reports for all cases who were alive at diagnosis
completed and submitted? Are these reports completed within 2 years of initial
case reporting?

+  Analyze TB surveillance data at least quarterly.

o How are data analyzed to monitor trends, detect potential outbreaks define high-
risk groups?

o How does yvour program produce and disseminate an annual report summarizing
current data and trends?

*  Evaluate programmatic performance by using TB surveillance data at least
annually.

o How does your program use surveillance data to evaluate and improve
programmatic performance?

Data Security and Confidentiality
<Describe your program’s activities for each of the following:=
+ Fnsure that TB surveillance data are kept confidentially and that all data files are

secure.
Adhere to the Data Security and Confidentiality Guidelines for HIV, Viral Hepatitis,
Sexually Transmitted Disease, and Tuberculosis Programs.
o How are surveillance case reports and files protected and secured?
o How are HIV test results protected? How do vour program’s policies and
procedures conform to vour state and local HIV/ATDS programs?

o How does vour program provide training on security and confidentiality of data?
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QA Plan Tool - 4

Case Verification Criteria ("Vercrit") Calculation

Overview

The calculation of case verification is hierarchical. A record that satisfies the criteria for
more than one Case Verification value will be assigned the value that appears first in the
hierarchy. For example, a record that meets the criteria for both Positive Culture and
Clinical Case Definition will be assigned a value of Positive Culiure.

Not a Verified Case appears fwice in the hierarchy because there are two sets of
criteria that will result in a Case Verification value of Nor a Verified Case. They are:

1. Reason Therapy Stopped or Never Started is Not TB

2. Suspect Case s changed by the user to Not a Verified Case

Suspect Case is the default Case Verification value assigned fo all records created in
the Surveillance module.

0 - Not a Verified Case

The record is assigned a 0-Nor a Verified Case case venfication value if Reason
Therapy Stopped or Never Started is Not TB.

1 - Positive Culture
The record is assigned a 71-Positive Culture case verification value if either Sputum
Culture or Culture of Tissue and Other Body Fluids is Posiiive.

1A - Positive NAA

The record is assigned a 1A-Positive NAA case venfication value if Nucleic Acid
Amplification Test Result is Positive.

2 - Positive Smear/Tissue
The record is assigned a 2-Positive Smear/Tissue case verfication value if:

- Sputum Smear or Smear/Pathology/Cytology of Tissue and Other Body Fluids
is Positive
_AND_

- Sputum Culture and Culture of Tissue and Other Body Fluids are both either Not
Done or Unknown
-AMD-

- Mucleic Acid Amplification Test Result is either Not Done, Unknown or
Indeterminate

3 - Clinical Case Definition
The record is assigned a 3-Clinical Case Definition case verification value if all the
following are true:

- Site of TB Disease is not Missing or is not Site Not Stated .
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RVCT Caleulated Variables September 24, 2008

- Sputum Culture and Culture of Tissue and Other Body Fluids are either
Negative, Not Done, or Unknown

- Mucleic Acid Amplification Test Result is either Negative, Not Done, Unknown, or
Indeterminate

- When Site of TB Disease is either Pulmonary, Pleural, or Lymphatic: Infrathoracic
then either Initial Chest Radiograph or Initial Chest CT Scan or Other Chest
Imaging Study is Abnormal,

- Tuberculin (Mantoux) Skin Test at Diagnosis or Interferon Gamma Release
Assay for Mycobacterium whberculosis at Diagnosis is Positive

- Initial Drug Regimen has at lzast two drugs marked Yes

If criteria to satisfy any of the previous case venfications are not met, the user has the
option to overwrite the assigned case verification default value 5-Suspect, by selecting
either 4-\erified by Provider Diagnosis or 0-Not a Verified Case.

5 - Suspect

All new records are considered 5-Suspect until they meet the criteria for another Case
Verification value or are overwritten by the user as either 4-Verified by Provider
Diagnosis or 0-Not a Verified Case.

4 - Verified by Provider Diagnosis {Overwrites Suspect)
The user elects to overwrite case verification default value 5-Suspecr with 4-Verified by
Provider Diagnosis.

0 - Not a Venfied Case (Overwntes Suspect)

The user elects to overwrite the 5-Suspect case wverification default with 0-Not a
Verified Case.

Technical Specification

If TB154 (Case Verification) calculates to ‘5 — Suspect’ and the user changes the value
to 0 - Not a Verified Case’ or ‘4 - Verified by Provider’, then ‘5 — Suspect’ will not he
included in the rule calculation and the user entered value should be maintained for
TB154 (Case Verification).

0 - Not a Verified Case
IF

[ TBA77 (44. Reason Therapy Stopped or Never Stared) = ‘Mot TB® ]
THEN

TB154 (Case Verification) = *0 - Not a Verified Case’

1 — Positive Culture

IF
[ TB109 (18. Sputum Culture:) = ‘Positive’
oR
TB113 (20. Culture of Tissue and Other Body Fluids) = ‘Posiiive’ ]
Version 1.2 Page 2 0f 4
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EVCT Caleculated Variables September 24, 2008

THEN
TB154 (Case Verification) = “1 — Positive Culture’

1A — Positive NAA

IF

[ TB255 (21. Mucleic Acid Amplification Test Result) = ‘Positive’ ]
THEN

TB154 (Case Verification) = “1A — Positive NAA'

2 — Positive SmearTissue
IF

[ TB108 (17. Sputum Smear) = ‘Positive’

oRr
TB110 (19. Smear/Pathology/Cytology of Tissue and Other Body Fluids) = ‘Positive’ ]
AND

[ TB109 (18. Sputum Culture) = ‘Not Done’ or ‘Unknown’ ]

AND
[ TB113 (20. Culture of Tissue and Other Body Fluids) = ‘Not Done’ or “Unknown’ ]
AND

[ TB255 (21. Mucleic Acid Amplification Test Result) = ‘Not Done’, “Unknown’, or
‘Indeterminate” ]

THEN
TB154 (Case Verification) = ‘2 — Positive SmearTissue'

Version 1.2 Page 3 of 4
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EVCT Calculated Variables September 24, 2008

J — Clinical Case Definition

IF

[ TB205 (16. Site of TB Disease) DOES NOT = ‘Site Mot Stated’ or BLANK. ]
AND

[ TB109 (18. Sputum Culture) = ‘Negative’, ‘Not Done’, or ‘Unknown’™ ]

AND

[ TB113 (20. Culture of Tissue and Other Bedy Fluids) = ‘Megative’, ‘Not Done’, or
‘Unknown 7]

AND

[ TB255 (21. Nucleic Acid Amplification Test Result) = ‘Negative’, ‘Not Done’,
‘Unknown’, or ‘Indeterminate’ ]

AND

[ IFTB205 (16. Site of TB Disease) = ‘Pulmonarny’, ‘Pleural’, or ‘Lymphatic:
Intrathoracic”

AND
[ TB116 {22A_ Initial Chest Radiograph) = *Abnormal’
orR
TB245 (Initial Chest CT Scan or Other Chest Imaging Study) = ‘Abnormal’ ] ]
AND
[TB119 {23. Tuberculin (Mantoux) Skin Test at Diagnosis) = ‘Positive’
OR
TB250 (24. Interferon Gamma Release Assay for Mycobacterium tuberculosis at
Diagnosis = ‘Positive’]
AND
[TB132 — TB146, TB260-TB262, TB264 (37. Initial Drug Regimen) = At Least Two
Drugs = Yes']
THEN
TB154 (Case Verification) = ‘3 — Clinical Case Definition

5- Suspect
ELSE

TB154 (Case Verfication) = ‘6 — Suspect’

Version 1.2 Page 4 of 4
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Chapter 4. Case Detection Tools

The Case Detection Tools include a list of the tools followed by examples of the first page of

each tool.

Case Detection Tools

Tool #

Tool Name

Description and
How to Use

Format

Source
Contact

Case Detection—
1

TB PAM Flow
Chart

A flow chart to help search for
patient records. It was created
initially to emphasize the
importance of always searching
for a patient record within the
TB Program Area Module
(PAM) so that duplicate patient
records are not created. This
chart also outlines the process
for creating “Provider Verified”
cases, and also addresses
approval and rejection of
notification.

Word
1 page
Legal
size

Tennessee TB
Elimination
Program

Case Detection—
2

TB Case
Notification
Process

A flow chart that shows the case
notification process. Tennessee
has a tiered process for TB case
notification. The chart identifies
each person’s role (with a
particular TB PAM access right)
in the notification process, and
what happens when a
notification is rejected or
approved.

Within Tennessee, only TB
Program Managers (nurses
within the TB Program) create a
notification, and it must be
approved by the TB Program
Central Office Epidemiologist
before it is sent to CDC for case
counting.

Word
1 page

Tennessee TB
Elimination
Program
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Tool # Tool Name Description and Format Source
How to Use Contact
Case Detection— | TB Suspects This report is generated weekly | Excel Tennessee TB
3 Weekly Report for all suspects reported in TB 1 page Elimination
PAM, through Friday of the 11x17 Program
previous week. In Tennessee,
suspects should be classified as a
case or not a case within 56 days
from the date of report. When
the Date of Report is entered, a
built-in feature calculates 56
days from that date. All suspects
that are past due for classifying
(over 56 days) require a follow-
up from one of the Central
Office Nurse Consultants.
Case Detection— | TB Case A table that indicates case Excel Tennessee TB
4 Verification and verification and treatment status. | 1 page Elimination
Treatment Status | This spreadsheet is used to Legal Program
monitor treatment progress with | size
the goal of completing treatment
within 12 months. There are
built-in calculations for 3, 6,
9 and 12 months from treatment
start that are populated when the
Date Therapy Started is entered.
Case Verification is included to
help identify anticipated
treatment length.
Case Detection— | Decline in Sample survey to investigate Word CDC/DTBE
5 Reported decline in reported TB cases. 1 page
Tuberculosis
Cases Survey
Case Detection— | Investigation Table that provides a process for | Word CDC/DTBE
6 Process for investigating underreporting of | 2 pages
Underreporting of | TB data.
TB for QA for TB
Surveillance Data
Case Detection— | Counted Form that provides counted TB Word Texas
7 Tuberculosis Case | case verification. 1 page Department of
Verification State Health
Report Services
Epidemiology
&
Surveillance
Branch
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Tool #

Tool Name

Description and
How to Use

Format

Source
Contact

Case Detection—
8a

TB Case Closeout
Letter

Sample letter to accompany TB
Case Close List (Tool 8b) and
TB Case Closeout Form (Tool
8¢).

Word
2 pages

California
Tuberculosis
Control
Branch,
California
Department of
Public Health

Case Detection—
8b

TB Case Close
List

List by jurisdiction indicating
TB case closeout status.

Excel
1 page

California
Tuberculosis
Control
Branch,
California
Department of
Public Health

Case Detection—
8c

TB Case Closeout
Form

Form for confirmation and
signature on closeout of TB
cases

Word
1 page

California
Tuberculosis
Control
Branch,
California
Department of
Public Health
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TE Case Notification Process

Data Entry
(T Data Entry)

Enters data and
submits data

Tramsfer
owneship

Case Detection Tool - 2

TB Supervisor
(TE Supervizor) "

Receiving
Jurizdiction

Editz dats submits,

[
|
them craatss | Faviews data submittad
notification | and {if o) craates a
) ) ) | notification
Fmjects data (if |
COTRCHions of |
additions nasdad) + 4
Central Office
e ] (TN Supervisor)

chC

Approves data (if zatizfactony)
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Case Detection Tool-5
Decline in Reported Tuberculosis Cases
=insert agency name= Survey

Dear County Health Department,

The =insert agency name= is investigating an unexpectedly large decline in reported TB cases in
the state.

You assistance is greatly neededto verify the numberof TB cases in vour county or district in
=insert vear=. Please complete the survey below and fax this sheet to the <insert agency
name> at <insert fax number> with Attention: <insert staff name>, preferably by close of
business <insert due date>.

Regarding TB cases reported in vour facility in <insert year=, please complete the following
information:

District: Lnit: County:

Survey Completed by: Fhone #:

District TB Controller:

Mumberof all TB cases (confirmed and suspected) reported to your county or district in =insert
vears:

« Amaongthese <inser year= cases, how many were confirmed:

o Confirmedupto February 5, =insert vear=:

o Confirmedfrom February 5, =insert year= to today:

« Amongthese <insert year= cases, how many are still suspects as of today:

o Of these suspects, hnw[’nan‘;were reported =80 days ago:
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Case Detection Tool - 6
Investigation Process for Underreporting of TB
for Quality Assurance for TB Surveillance Data

Case Detection

Within the Public Health System

Due to delays or disruptions in flow of TB surveillance information from the local level
to the state, and from the state level to CDC.

Interview TB staff to identify delays in reporting and counting. and changes in resources.

Compare counts of TB cases known to the county (or reporting district) versus cases known
to state and CDC.

Review paper charts and lab data of suspect TB cases awaiting case verification.

Conduect system queries and analyses of all reported (i.e.. suspeet. verified. and counted)
cases during the affected year to identify

» Suspect cases still awaiting verification >90 days since first reported:

e (Cases awaiting to be counted:

e The percentage and monthly trend of counted cases during the affected year:

» Delays in counting (i.e., mean number of days between “record entry date” and “count
entry date™).

Develop and email surveys to the counties with =3 case decline for the affected year to
identify discrepancies in the numbers of counted and suspect TB cases between county and
state records. Verify survey results by phone.

Conduct site visits to local TB programs with the largest decline. At site visits, interview
staff to understand changes and challenges in routine reporting practices. In addition.
compare state and county numbers of counted and suspect cases, and review charts of
suspected TB cases still awaiting verification or not entered in the system.
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Counted Tuberculosis Case Verification REFDI’t
Case Detection Tool -7

S5M: RVCT State Case Number: _ - - 2011_ _
Marme: Do / !
L3st First Midda
Date Reported: Reporting County: TESA:
O Resident of Correctional Facility at Time of Dx
Date Submitted: I |
[FT:: Stiteml.:lseﬂnlﬂ O Residentof Long Term Care Facility at Time of Dx
Date Counted: (DXATS3) Other:
Dcoloniaresident DNdisplaced citizen O shelter O school dorm
Binational Status: (A} (B} (C)
MMWR Year:

Limking 5tate Case Number:
O New O Recurrent (#3565 days)

StstusatDX: DDesd O Alve el e PP fPrr

Criteria Metfor “Fublished” Case Definition: Site of Disease (select all that apply):
O Lab Confirmed
O o+ Cutrs O+ AR O Pulmonary [ Lanyngesl
O +SmaanCun i danz O + Pamaiogy/'Cyreagy O Meningzsl
O Clinical Case Definition
C Positive TST/IGRA and sbnormal CXR O Other extra-pulmonary sitefs):

of signs/symptoms; 31 lesst 2 anti-TE meds

Criteria Metfor Clinical Case by Provider Diagnosis: TE-340 Priority:
{Baionging ia 3 high popullon o medical risk groug and A laast =
ana of ;2 faliaaing)

Sputum Smear + | Cavitary Chest x-ray
Sputum, Laryngeal or Plewral Culbure +
Fedistric Case

DX at 3 Comectional Facility

O at 3 Long-term Care Facility

Homeless Sheler

O Mot done or negative TST and considerable
improvement on sbnormal CXR {or)

C Considerable clinical improvement based on
symptoms from onset after started on 5t least 2
anti-TB meds

T Child recent contact to active case Drug Resistance: OMDR OFre-¥DR OXOR String OXDR ORES
O Autopsy report
O TB Expert Consult O Patient Relapsed and is -:ars'r:a.re: irf=__-c1if.:ul.5 Sgain:

Date new C conducted:

Communication Log

Date TolFrom Name Change or Error

Lase Closure

Completed Therspy O Lost O Deceassd ORefused O Serious Adverse Drug Reaction - Date of report: I I

# Months of Rx Recommended: # Months of Rx Completed: Reason Rx Extended >12 mos:
Sputum Conversion Documented? Yes: ! I Resson could not convert:

Mowed out of State; 1JT sent on: ! ! Mowed to other jurisdiction; form sent on:

nosison file.

Mon-TB: Class 3 record resumed as class 5 [suspect); justification for misdisg
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=lnsert date=

Case Detection Tool—-8a

Dear TE Control Partners:

As part ofthe ongoing process of closing out the <insen year= case count, we are sendingto all
jurisdictions a preliminary TB CASE CLOSE LIST. This is in preparationfor sending out a <inser year=
TB CASE CLOSEQUT FORMto be signed by your TE Controller.

Because ofthe changes to the RWVCT form in<insert year=we will be modifyingthe TE CLOSE QUT
FORMta reflect the different cas e status now collected:

Mota verified TE Case

Countas aTECase

Verified Case: Counted by anotherlUS area

‘erified Case: TBtreatment initiated in another country

Verified Case: Recurrent TBw/in 12 months™ after completion of therapy

Attached, pleasefindyour preliminary TB CASE CLOSE LIST in Excel format, whichindudesthe

following:

0o Lo =

o

Mot a verified TE Case
Total number of counted cases
Total number of verified cases counted by another US area
Total number of verified caseswhereTB treatment initiated in another country
Total number of verified casesthat were recurrent TEw/in 12 months™ after completion of
therapy
Total number of MOR and XDOR cases
Linelisting of all your TB cases sorted by state case number. The listing incudes the
following:

a. Count Status of each case

b. State Case Mumber

c. Afield indicating MISSING RVCT ifthereis a skipinthe State Case Mumber
Sequence
CaseVerificationvalue
MDR field that will denote a mdr case by thevalue *MDR CASE" inthe cell
XDR field that will denote a xdrease by thevalue *XDR CAZE™ in the cell
Incidert D whichisthe unique identifier which should be includedin all
communications about a specific case
MewStateCaseMo, whichis used by the COC for identifying cases
Local HealthJurisidetion to identify which juris dictions worksheet isonthe
SCresn.

= S = S (-

Jurisdictions are listed on s eparate works heets within the wonkbook.

Fleas e review yourworksheet for thefollowing purpese

a.

Reconcilethetotals for each Count Status with your record by reviewingthetotals for
each ofthe different Count Status categories inthefirst few rows of columns Aand Bin
theworksheet

Reviewthelinelistingto confirm the number of MODR and XDR cases as indicatedin
columnsF and G ofthe worksheet

Reviewthelinelistingto confirm the missing RVCT numbers as indicatedin column.
Please notethe reasonforthe missing number such as: deleted.
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Case Detection Tool - §c
<insert vear= TB Case Closeout Form

Please review the following information, and confirm thatitis correct with your signature

at the bottom of this page. Please contact the TB Registry <insert phone number> if any of
this information is incorrect.

Local Health unzdiction: <insert jurisdiction=

Char recordsindicate that vou have <insertnumber= counted TE case(s) for <insert year=
Highest state case mumber for <insert vear™: <insert highest state case number=

MDE. Casesin <insert vear™: <insert case numbers=

Other (Non-countable) TE Cases: <insert case numbers™>

Missing State Case Numbers

Please indicate the reason for missing mumbers if not already listed.

State Case Number Reason Why It Is Missing

Ifin agreement please sign and retum this docwmernt. Thank you.

Local Health unsdiction sign here: Date:

TE Controller sign here: Date:

Please fax backto TE Registry: <insert fax number=

Thank you!!!
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Chapter 5: Data Accuracy Tools

The Data Accuracy Tools include a list of the tools followed by examples of the first page of

each tool.
Chapter 5
Data Accuracy Tools
Tool # Tool Name Description and Format Source
How to Use Contact

Accuracy—la Data Accuracy Checklist for reviewing RVCT Word CDC/DTBE
ChecKklist for data for accuracy. 9 pages
RVCT

Accuracy-1b Data Accuracy SAS code corresponding to the Word CDC/DTBE
Checklist CDC Data Accuracy Checklist — 7 pages
SAS Code Accuracy Tool - 1a; based on

CDC RVCT variable names.

Accuracy—lc CDCTB Data dictionary for interpreting Excel CDC/DTBE
Surveillance the CDC RVCT variable names 16
RVCT Data used in Data Accuracy Checklist | pages
Dictionary CDC SAS Code — Accuracy

Tool - 1b.

Accuracy-2 Options for Various options to help prioritize | Word CDC/DTBE
Prioritizing medical chart reviews when 1 page
Medical Chart resources are limited.
Reviews
When Resources
Are Limited

Accuracy-3 RVCT Checklist for checking the Word CDC (adapted
Surveillance Data | accuracy of RVCT. 1 page from New
Base Audit Form Hampshire)
for Timeliness and
Accuracy
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Tool # Tool Name Description and Format Source
How to Use Contact
Accuracy—4 Accuracy Table used to indicate number of | Excel Tennessee TB
ChecKklist for days for culture conversion by 1 page Elimination
Sputum Culture jurisdiction. This applies to cases Program
Conversion that are sputum culture-positive
only. There are built-in
features/tools that calculate the
dates that are 30 and 60 days
from treatment start (once the
Date Therapy Started is entered).
There is also a built-in
calculation for the number of
days to sputum culture
conversion. This helps identify
those patients who did not meet
the NTIP objective of converting
their sputum culture within 60
days of treatment initiation.
Accuracy—5 Nucleic Acid Comparison of NAA tests. Excel CDC/DTBE
Amplification 1 page
(NAA) Tests
Accuracy-6 Culture-Based Comparison of culture-based Excel CDC/DTBE
(Phenotypic) (phenotypic) laboratory tests for | 1 page
Laboratory Tests | drug susceptibility testing.
for Drug
Susceptibility
Testing
Accuracy-7 Molecular-Based | Comparison of molecular-based | Excel CDC/DTBE
Laboratory Tests | laboratory tests for detecting 1 page
for Detecting mutations associated with drug
Mutations resistance.
Associated with
Drug Resistance
Accuracy-8 2009 RVCT Form | 2009 RVCT Form with Public PDF CDC/DTBE
with PHIN Health Information Network 6 pages
Variable IDs (PHIN) Variable IDs, by RVCT
item number, to use as a
reference for reporting codes.
Accuracy-9 Comparison of Alist of RVCT variable items Word CDC/DTBE
Concordant and suggested for surveillance 2 pages

Discordant RVCT
Items - Summary

review.
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Tool # Tool Name Description and Format Source
How to Use Contact
Accuracy-10 Health Level 7 A comprehensive list of race PDF CDC
CDC Race and and ethnic groups including 38
Ethnicity Code tribes for HL7 coding. pages
Set
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Accuracy Tool — 1a

Data Accuracy Checklist for Report of Verified Case of Tuberculosis

(Inconsistent and Outlying Data Field Values)

4/17/2012

This document provides a checklist to determine the accuracy for items from the Report of Verified
Case of Tuberculosis (RVCT).

Check the following for accuracy:

Calculated variables
Text fields
Data response patterns

Date fields (no future dates and no dates too far in the past; dates for certain events in wrong
order resulting in negative time duration)

Examples for Checking Accuracy

This includes common errors to check for accuracy.

RVCT Check for Accuracy
# Item
1 Report Date Report date should be later than or equal to January 1%, 1550
3 Case Numbers + State case number, city/county case number and linking state
case number should egual 15 characters inlength
+ |f Linking State Case Numbers are entered then Linking Reason
should also be entered
City If City Limits is entered then City should also be entered
7 Previous Diagnosisof TB | = |f Previous Year of TB has been entered then
Disease “Wes" should be checked for Previous Diagnosis of TB Disease
+ Yearof previous diagnosis of TB should be a four digit text value
B Date of Birth Birth dates should bein the past (not future)
11 Race « |f Asian Extent or Asian Name is entered then Asian Race should
be entered as “Y"
+ [f Native Hawaiian Extent or Native Hawaiian Nameis entered
then Mative Hawaiian Race should be entered as “Y"
9 Sex at Birth Check for high rates of completion of demographic variables
10 | Ethnicity ]
“11 [ Raceand |
"12 | Country of Birth |
11 Race Check for correct Country of Birth for Race of
"17 " | Country of Birth | * Native Hawaiian or other Pacific Islander

* American Indianor Alaska Native
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Accuracy Tool — 1b

Data Accuracy Checklist CDC SAS Code

RVCT CDC SAS Code
# Item
1 Report Date If REPORTDATE le MOY(1,1,1550);
IFVERCOUNT =" and REPORTDATE = ;
3 Case Numbers If LKREAS1 ne* “and LKCASEIYR ="
If LKREAS] ne * “and LKCASELST="";
If LKREAS1 ne* “and LKCASELID="";
If LKREAS2 ne * “and LKCASE2YR =",
If LKREAS2 ne * “and LKCASE25T="";
If LKREAS2 ne * “and LKCASE2ID="";
4 Reporting Address for Case | IFCLIMITS ne “ “and CITY =" ";
Counting
7 Previous Diagnosis of TB If PREVYR ne ** and PREVTE ne ';
Disease
B Date of Birth If OB gt TODAY();
11 Race If ASIAN ne ' and (ASIANEXT ne *“or ASIANNME ne " 7;
If NAHAW ne " and (NAHAWEXT ne ** or NAHAWNME ne **);
12 Country of Birth If NATIOMN = “or CNTRYLMN ="";
IfUSBORN ="N' and CNTRYLN = ‘UNITED STATES';
If CNTRYLM = ‘UNITED STATES' and ARRIVEUSDATE ne _;
13 Month-Year Arrived inU.5. | If USDATE gt TODAY();
14 Pediatric TB Patients (<15 IFOUTUS ne Y and (CNTRYLIVCD1 ne ** or CNTRYLIVCD2 ne " or
years old) CNTRYLIVCDS ne * 7);
15 Status at TB Diagnosis IFSTATUS ="DEAD and TBCAUSE="";
IFSTATUS ="ALIVE" and DEATHDATE ne ;
16 Site of TE Disease If SITEANATI ne ** and SITEQTH="";
If SITEANATZ ne ** and SITEQTH="";
If SITEANATI ne ** and SITEQTH="";
17 Sputum Smear If SPSMRCOL ne . and SPSMEAR notin ('POS’,'NEG");
18 Sputum Culture If SPCULTCOL ne . and SPCULT not in [ ‘POS’,'NEG");
If SPCULTLAB ne * “ and SPCULT ne "POS’;
If SPCULTREP ne . and SPCULT ne ‘POS’;
If SPCULTREP ne . and SPCULTCOL = ;
19 Smear/Pathology/Cytology | If MICRCOL ne . and MICREXAM not in (‘POS’, NEG");
of Tissue and Other Body If MICRANAL ne * “ and MICREXAM not in [‘POS’,"NEG");
Fluids If (MICRSMER ne * " or MICRPATH ne * *) and MICREXAM not in
["POS','"NEG");
20 Culture of Tissue and Other | IfFCULTCOL ne . and CULTOTHR notin ('POS’, NEG’);

Body Fluids

If CULTREP ne . and CULTOTHR ne ‘POS’;

If CULTLAB ne * "and CULTOTHR ne ‘POS;

If CULTANAL ne * "and CULTOTHR notin (‘POS,"NEG");
If CULTREP ne . and CULTCOL=;
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Bluecells

Accuracy Tool - 1c

CDC TB Surveillance RVCT Data Dictionary

= new variables from the 2009 revised RVWCT

Revized RVCT Form

Revized Var

Revized Code

Standardized Code Description

#and Hame Name
Reporting State STATE 2-letter =tate code | 2-letter =tate code
1. Date Reported RPTDATE MDD ™™ Month-day-year reported
2. Investigation Start ([DATESUEBM MKDDY ™™™ Meonth, day, and yvear submitted
Date (Date
Submitted)
CCCASEYR Y “rear the case iz reported
CCCASEST 2-letter state code | 2-letter postal code of the state reporting this case.
CCCASEND case# 9 numbers/characters that are locally assigned to
identify this RVCT.
STCASEYR Y “rear the case iz reported
STCASEST 2-letter state code | 2-letter postal code of the state reporting this case.
STCASENO case# 9 numbersicharacters that are locally az=igned to
identify this RVCT.
LKCASE1IYR Y “ear the case is reported
LKCASE1ST 2-letter state code | 2-letter postal code of the state reporting this case.
3. Case Number LKCASEIND case# 9 numbers/characters that are locally assigned to
identify this RVCT.
LKREASA 1 Epidemiologicalty linked
2 Recurrence or Previous diagnozis of TB
3 Ca=e transferred from another area
LKCASE2YH Y “‘ear the case iz reported
LKCASEZST 2-letter state code | 2-letter postal code of the =tate reporting this case.
LKCASEZNO case# 9 numbersi/characters that are locally assigned to
identify this RVCT.
LKREASZ 1 Epidemiologically linked
2 Recurrence or Previous diagnosis of TB
3 Case tranzsferred from another area
cimy City Name City Name
COUNTY County Mame County Mame
4. Reporting COUNTYFIPS County FIPS Code }dig'rt FIPS code
Address for Case ZIPCODE ;ip code E!p code
Counting ZIPSUFFI zip code suffi Zip code suffi
CLIMMTS M Mo
UNK Unknown
b es
VERCOUNT b Count as a TB Case
NOMCNTREAS us “Verified Cage - Counted by another US area
ooc Verified Case - TB treatment initiated in another
5. Count Status country
REC Verified Case - Recurrent TB within 12 months after
completion of therapy
NONSPEC Specify Specifies the country where the case is counted
CNTDATE MRDDY ™™™ Month-day-year counted

2 Mot [T -t P |
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Wocuracy Tool -2
Options for Prioritizing Medical Chart Reviews
When Resources Are Limited

Fellowing are options that can help you pricritize medical chart reviews to compare with your
surveillance system.

* Review NTIP and MUNK reports to check for problematic RVCT Items and review
and locate data for those RVCT items in the medical records

+ Conduct a random sampling
o Review 10% - 30% (according to your needs) of medical charts in reporting areas
that typically have problems with acouracy
o BReview medical charts for every 10 - 20 (according to your needs) cases

* Conduct a convenience sampling
o FReview chartz that are convenisnt to access

* Review RVCT items listed in NTIP objectives

+ Conduct a thorough review in one (or more) reporting areas at a time so that over a
period of several vears all areas are reviewed
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Accuracy Tool-3
EVCT Surveillance Data Base Audit Form for Timeliness and Accuracy

Audit Date:
Patient Name: CaseManager:
Audit PHN: Data Base Auditor:

For Timeliness: Check below whether or not the form was sent to the TB Program (TEP) within the designated

timeframe. Y=Yes N=No
Sent to
TBP in Time
EVCT Reports Timeframe Y N

EVCT Initial Case Report | Within 30 days of completion.
pages 1-3)to TEP

Follow-up 1 Report Within 2 months after initial RVCT submitted or when
(page 4) to TEP drug susceptibility results are available (whichever is later).
Follow-up 2 Report Withm 30 days of discharge.

(page 3-6) o TEP.

For Accuracy: Check below whether or not the EVCT items on the followmg three data sources were reviewsd.
4| Indicate if the RVCT items on the three dats sources agree or not.

EVCT EVCT Item # Data Sources Reviewed? | REVCT, Chart, Comments
Pg# EVCT | Paper | Data | and Data Base
Form | Chart | Base Agree?

Y[NJY[N]JY[RNT Y | B

1 3. CaseCount

1 146, Site of Disease

-

I7. Sputum Smear

-

15, Sputum Culture

3 16. HIV status at time of
diagnosis
3 36. Date therapy started

3 ¥7. Tnitial drug regimen

Follow- | 35. Genofyping accession

up -1 number

(EE 4

ollow- | 41, Sputum culture

up -1 conversion documented

(pg 5-6) [T DOT
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Accuracy Tool - 8
REPORT OF VERIFIED CASE
L=t et Ly OF TUBERCULOSIS

7P oooy

U.S. DEPARTMENT OF HEALTH AND HUMAN

Fora ADPASVED OME N, 02 0156 Exp Dt A3 3211
REPORT OF VERIFIED CASE OF TUBERCULOSIS

/1. Date Reported 3. Case Numbers
Yoor vy n Jaantricaton Mmoo

e  CTTIONVAZBE TTT T 1T
[NV T )| e [T T ILINVAZ2]] |

2. Date Submitted

|

|
n memene [T T L XB207 1 T 1]
| (T IINVAZZ] Tl oy [T ][ ¥B209 J1 [ [ |

(4. Reporting Address for &. Date of Birtn R

. TB080 | L L [pEM115} T T
Within Cty Limits skt one) O TBOQQ o sy Birtn (<o ; . .

- TB081 HE

weooe || || TBO82 [ | |

5. Count Status felect one) 6. Date Counted

Countable TB Case o ol

[ Tousmemins | ||TB100 [T ]
TB153 7. Previous Diagnosis of TB Disease (sséct ona)

anomer US m'og ccu"r, stateg | [Jves D
Country of Dirm: Spactty

Wf'-‘OC
lri_ated i YES, anter year of previous TB disease diagnoss 11MOI'IIIPMMMII .
Specty. Er::— Mon®
Verfiad Case: Recurment T8 within 12
\Dmmm TB103

G‘.Pedmeﬂquswloh)

16. Site of TB Disease (salect ai that apply) A

Country of Birth for Primary Guarclan(s): ‘

Guaraan 1 O pum TBzos e an/or Joint
Guargan 2 O prewrd Rnzounnary
Patient Ived cutside U.S. for »2 montns? o

ot noan O iympnate: cenicat [ vsningear

# YES, Ist countries, spectly O yymphatc: intrathoracte [ pertoneat

O yympnatic: Axmary O other: enter anatomic coseys) | '
O Lympnatic: Otner Ostenctstea "% D:]
[ Lympnatic: Unknown

O Laryngeat

J

PLBEC reporting DuUrden of Mils CORCHION Of NIAMATION I8 GEIIMAtd 10 SVarans 36 MINLES POr Mesponsd, NCAIING T BMe 10 SVIBWINg INErctions, Searching Gasting Gata sourcos, QaEnonng and man
Lning 1he cats Naecad and compliting and reviewing the collacsion of Information. AN Bgency May Not CONALCT O SPOCBOL aNnd & Paron I Not requirad 10 respond 10 & coliection of Nformation unkes &
haplays a currently vakd OME cortrol rumbor. Sond cammonts reGariing his Durdon almalo of any Oihar aspoct of this Colaction of FMormation, NCIUANG Suggeations for feduCing s turden 1o COC
Projact Claarance Ofioer, 1000 Cifton Foad, MS D74, Allarta, GA 30333, ATTIE PRA (D020.0020). Do not sand 10 compltod form 10 this addross,

riormation contamad on this Sorm which woukd pormi idontBication of any AV has Boon coliactad with 2 guarartcs That B will bo Fekd In sirct confioance, will 5o usad orly 1or survailncs purposcs,
and wil 0ot Do ducionad of reliaad wENOoW T corsant of 1o NEVICUN N BCCONINce Wth Soction 2081, of the PLbic Hoalth Sorvics ACt (42 US.C. 240m),

COC 72.0A Fov 001572008 CS121221 1st Copy REPORT OF VERFIED CASE OF TUBERCULOGIS Pagetofd
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Accuracy Tool-9
Comparison of Concordant and Discordant RVCT Items - Summary
Al 4% BVCT ttems zre listed below. Compare vour fmdmgs to what is entered mto vour state’s
surveilllance system.

EVCT #of EVCT Item- EVCT Ltem-
# Item Discordant Level Level
Answers % Concordance | % Discordance
1 | Report Date
2 Date Submitted
3 Case Numbers
4 | Reporting Address for Case Counting
5 Count Status
[ Date Counted
7 | Previous Diagnosis of TB Disease
B Date of Birth
9 Sex at Birth
10 | Ethnicity
11 | Race

12 | Country of Birth

13 | Month-Year Arrived in 1.5,

14 | Pediatric TB Patients (<15 years old)

15 | Status at TB Diagnosis

16 | Site of TB Disease

17 | Sputum Smear

18 | Sputom Culture

19 | Smear/Pathology/Cytology of Tissue and
Other Body Fluids

20 | Culture of Tissne and Other Body Floids

21 | Nucleic Acid Amplification Test Fesalt

212 | Initial Chest Radiograph

212 | Initial Chest CT Scan or Other Chest
B | Imaging Study

13 | Tuberculin (Mantoux) Skin Test at
Diagnosis

24 | Interferon Gamma Release Assay (IGRA)
for Mycobacterium
Tubsrculosiy at Diagnosis

215 | Primary Reason Evaluated for TB

216 | HIV Status at Time of Diagnosis

17 | Homeless within Past Year

18 | Resident of Correctional Facility at Time
of Diagnosis

219 | Resident of Long-Term CareFacility at
Time of Diagnosis

30 | Primary Occupation Within Past Year

31 | Injecting Drug Use Within Past Year

32 | Non-Injecting Dirug Use Within Past Year

33 | Excess Alcohol Use Within Past Year
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Chapter 6: Data Completeness Tools

The Data Completeness Tools include a list of the tools followed by examples of the first page of

each tool.
Data Completeness Tools
Tool # Tool Name Description and Format Source
How to Use Contact
Completeness—1 | Source List for Document used to locate Word Adapted from
Locating RVCT information (i.e., location on 2 pages | Tuberculosis
Data medical chart, laboratory report) Control
for each item on the RVCT Program,
Public Health—
Seattle & King
County
Completeness—2 | Treatment Table used to indicate therapy Excel Tennessee TB
QOutcome Status status by 12-month interval. 1 page Elimination
This spreadsheet is used to Program
monitor treatment progress with
the goal of completing treatment
within 12 months. There are
built-in calculations for 3, 6, 9,
and 12 months from treatment
start that are populated when the
Date Therapy Started is entered.
This tool targets the NTIP
objective of treatment
completion within 12 months.
Completeness—3 | Culture and Drug | Table that indicates culture and | Excel Tennessee TB
Susceptibility drug susceptibility status by 1 page Elimination
Status jurisdiction. This report shows Program

the susceptibility results for
isoniazid, rifampin,
pyrazinamide, and ethambutol.
It shows those cases that are
multi drug-resistant and also
those who have an unknown or
blank susceptibility report. It is
for all culture-positive TB cases.
The tool targets the National TB
Indicators Project (NTIP)
objective of drug susceptibility
reporting.
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Tool # Tool Name Description and Format Source
How to Use Contact
Completeness—4 | TB PAM Process: | Flow chart that shows the TB Word Tennessee TB
Initiation of PAM process (initiation of 1 page Elimination
RVCT through RVCT through case closure). Legal Program
Case Closure This chart was created for size
Tennessee’s use with TB PAM,
from initiating the RVCT to
closing the case. This flow chart
also identifies the responsible
person(s) for the various steps.
Completeness—5 | Data Abstraction | Detailed procedures for RVCT Word Tuberculosis
Instructions quality control queries 4 pages | Control
Program,
Public Health—
Seattle & King
County
Completeness—6 | Explanation of A description of invalid, missing, | Excel CDC/DTBE
Invalid, Missing, | and unknown variables in the 14
and Unknown MUNK report. pages
Variables Over-
sized
(fit all
columns
on one
page)
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Source List for Locating RVCT Data

Completeness Tool - 1

RVCT Source for the Data
# Item

1 Report Date

2 Date Submitted

3 Case Numbers

4 Reporting Address for Case
Counting

5 Count Status

B Date Counted

7 Previous Diagnosis of TB
Disease

g Date of Birth

E] Sex at Birth

10 Ethnicity

11 Race

12 Country of Birth

13 Month-Year Arrived in L5,

14 Pediatric TB Patients (<15
years old)

15 Status at TB Diagnosis

16 Site of TB Disease

17 Sputum Smear

18 Sputum Culture

19 Smear/Pathology/Cytology
of Tissue and Other Body
Fluids

20 Culture of Tissue and Other
Body Fluids

21 Mucleic Acid Amplification
Test Result

224 | Initial Chest Radiograph

22B | Initial Chest CTS5can or
Other Chest Imaging Study

23 Tuberculin (Mantousd Skin
Test at Diagnosis

24 Interferon Gamma Release
Assay [IGRA) for
Mycobacterium
Tuberculosis at Diagnosis

26 HIV Status at Time of
Diagnosis

27 Homeless within Past Year

28 Resident of Correctional

Facility at Time of Diagnosis
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TB Control Program
Data Abstraction Instructions

Completeness Tool-5

Policy and
Procedure Title: | Data Abstraction Instructions

Category:

Final Review &
Approval By:

Effective Date:

Approval Authority Date

This document shall be reviewed months following implementation. If necessary, a
second review will occur after another months. Following the review, the procedure
will be reviewed and/or updated awmually as noted below.

ReviewDate Eevision Date Signature
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Chapter 7: Data Timeliness Tools

The Data Timeliness Tools include a list of the tools followed by examples of the first page of

each tool.
Data Timeliness Tools
Tool # Tool Name Description and Format Source
How to Use Contact
Timeliness—1a | Building a TB Timeline diagram that indicates | Word Tennessee TB
Case: Schedule for | when RVCT variables should be | 1 page Elimination
Entering entered. This example is based Program
Information for a | on Tennessee policies. This helps
TB Suspect into field staff know when
the RVCT information should be available
and when the State Central
Office expects it to be entered.
The time frames should be based
on your jurisdictional policies
and procedures.
Timeliness—1b | Time Schedule for | Timeline table similar to Word CDC/DTBE
Entering RVCT Timeliness Tool-1a. Itisin a 3 pages | adapted from
Data table format rather than the Tennessee TB
graphic of the building blocks. Elimination
Program
The time frames should be based
on your jurisdictional policies
and procedures.
Timeliness—2 Quarterly Case Document that summarizes Excel Washington
Summary — timeliness measures and 2 pages | State
Timeliness Data objectives for a cohort of TB Department of
patients. Pre-defined case Health
outcome objectives are provided Tuberculosis
for that particular set of TB Program
patients.
Timeliness—3 Timeliness Data Description of the data used to Word CDC/DTBE
Dictionary calculate timeliness measures for | 1 page Adapted from
analysis. These measures are Washington
used to determine completion of State

state objectives.

Department of
Health
Tuberculosis
Program
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Tool # Tool Name Description and Format Source
How to Use Contact

Timeliness—4 Timeline for Timeline for reporting TB cases | Jpg CDC/DTBE
Reporting Annual | and final TB data transmissions | 1 page
TB Surveillance to CDC
Data to CDC

Timeliness—5 Typical Weekly Typical weekly data availability | PDF CDC/DTBE
CDCTB by day of the week 1 page
Surveillance Data
Availability Chart

Timeliness—6 Verbal Case Spreadsheet to determine the Excel CDC/DTBE
Count and discrepancies between the 1 page

Provisional TB
Data Transmitted

Verbal and Provisional Case
Counts.
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Building a TB Case

Timeliness Tool — 18

Schedule for Entering Information for a TB Suspect into the RVCT

Note: Most time intervals should be based on your jurisdictional policies and procedures.

CDC recommends that in most
cases this should be no_ more than

Case Completion

Submit to Central Office
within 1 week of determining
final disposition

2 months of starting therapy

Follow Up Report:2

Report

Patients that are lost: assign
disposition ASAP and finalize ASAP

TB Case
but no later than 3 months after the i.e., lost, died
last dose of medication was provided {:mpleliad t'eaiﬂ:erlﬂ

Final Disposition of

CDC recommends that
Follow Up Report-1
should only be completed

Initial Drug Susceptibility

Follow Up Report-1

Report

for culture-positive cases /

Case Verification [Disposition)

1—Positive Culture

1a—Positive NAA

2—Puositive SmeariTissue
3—Clinical Case Definition
4—Verified by Provider Diagnosis

Mo later than 1 week
after last dose of medication
was provided to the patient

No later than 4 weeks
after the case has been
culture confirmed
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0—Not a Verified Case
Any Missing RVCT information
- 1-2 Weeks
of Notification

« TS5T » Correctional Facility

# Initial Chest X-ray » Homeless

# |Initial CT Scan (ifdone) + Long Term Care Facility

#» Additional Risk Factors « MNon-injection Drug Use

» Occupation #* Injection Drug Use

+ Date Treatment Started « Alcchol Use

+ Drug Regimen » Date Therapy Started

» HIV status [if known) » Smear Results

Within 1
Business Day
» Patient Name # Country of Birth of Notification
» Patfient Address » Monthiear Arrived in US
» Date Reported # Pediatric TEB Patient Info
» Reporfing Address for » Status at TB Diagnosis
Case Counting * Site of TE

* Previous Diagnosis of TE  « Primary Reason Evaluated for TE
= Date of Birth
* Sex Case Verification = 5-Suspect
* Race
» Ethnicity



Time Schedule for Entering Data into the RVCT

Timeliness Tool — 1b

Note: Most time intervals should be based on vour jurisdictional policies and procedures.

Time to
Complete

Entering
Data

RVCT Item

Comments

Within
days of
notification

| — Patient name

2 —Patient zddress

3 —Date Reported

4 - Beporting Address for Case Counting
5 — Count Stztus

6§ — Date Counted

7 —Previous Diagnosiz of TB Disease

8 —Date of Birth

& — Sex zt Birth

10 — Ethniety

11 — Race

12 — Country of Birth

13 — Month-Vear Arrived m U5,

14 — Pediatric TE Patients (<13 years old)
13 — Stzmz a2t TE Diagnesis

16 — Site of TB Diseaze
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Cases Counted: <Location=

(QUARTERLY CASE SUMMARY - Timeliness Data

Timeliness Tool - 2

n = [ cases
Smear -
QUTCOME MEASURES Smear + Culture + Pediatric’ Other’  Total
(n=) (n=) (n=} (=) (n=)
Index of Completion as of Feb. 2004 #OIWOL [ #DIV/OL | &#DIVAOT | #DIV/OL [ #DIVYOT
Including cases likely to complete #OINOU | #DIWIOU | &DIVAOL | #DIVIOL | #DINVVOI
Excluding MDR resistant cases #ONOL [ #DIVYOL | #DIVAOL | #DIV/OL | #DIV/OE
DOT usage as of Feb. 2004 #ON/OL | #DIVVOL | &#DIVAOT | #DIV/OL [ #DIVYO
Died + Reported at Death #ON/OL [ #DIVYOL | #DIVAOT | #DIV/OL [ #DIV/OT
Lost to Follow-up® #OW/OU | #DIVVOL | &#DIVAOT | &#DIV/OL [ #DIVYOT
Refused to Continue Treatment OO [ #DIVYOL | #DIVAOL | #DIV/OL [ #DIV/OT
Treatment Not Completed wiin 12 mos] #DIV/0! | 2DIV/01 | #DIV/OI | #DIV/OT | #DIV/O!
HIV Non-Screening® #ONOU [ #DIYOL | #DIVAOL | #DIV/OL [ #DIV/OT
Treatment Interruptions
Medical/Adverse Reactions #ON/OL [ #DIVVOL | &#DIVAOT [ #DIV/OL [ #DIVYO
Patient Adherence Reasons #ONOL | #DIVYOL | #DIVAOL | #DIV/OL | #DIV/O
Pravider Reasons #ON/OL [ #DIVYOL | #DIVAOT | #DIV/OL [ #DIV/OT
Timeliness: MTD Test - - - - -
MTD  |{Mean Days) 0.00 - - - -
(Median) 0 - - - -
Timeliness: Lab Sputum Collection - - - - -
(Mean Days) 0.00 0.00 0.00 0.00 0.00
(Median) 0 0 0 0 0
Timeliness: Meds Startingﬁ {n=) - - - - -
Smear +: - - - - -
(Mean Days) 0.00 - - - -
(Median) 0 - - - -
Cavitary CXR: - - - - -
(Mean Days) 0.00 - - - -
(Median) 0 - - - -
Timeliness Reporting: LHJ-DOH - - - - -
(Mean Days) 0.00 - - - -
(Median) | 0 - - - -
Timeliness Reporting: HCP-LHJ {n=) - - - - -
Smear +: - - - - -
(Mean Days) 0.00 - - - -
(Median) 0 - - - -
Cavitary CXR: | - - - - -
(Mean Days) 0.00 - - - -
(Median) 0 - - - -

Timeliness REEDrting: Lab-LHJ
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Timeliness Tool-3
Timeliness Data Dictionary

Timeliness: Amplified Mycobacterium tuberculosis (MTD) Test: Of the smearnegative,
culture positive casesthatreceived M TD testing, the average mumber of days between the date
sputurn was collected and the date they started TE medication

Timeliness: No MTD Test: Of the smearnegative, culture positive cases that didnot
receive an MTD test, the average mumber of days between the date sputirmwas collected
and the date they started TB medication. Use this calculation as a comparison to those
casesthat were MTD tested.

Timeliness: Lab Sputum Collection: The average mumber of days between the date
sputirm was collected and the date it wasreceived at thelab.

Timeliness: Culture: The average mumber of days between the date a culture was
received atthelab and the date the result wasreported.

Timeliness: Meds Starting: The average mumber of daysbetween the date ofthe
sputirn sinear +result and the date they started TB medication. (Tncludes only smear +
cases)

Timeliness Reporting: LHJ-DOH: The average number of days betweenthe date of
the sputum smear +result and the date the LHI{Local Health Tunsdiction) reports the
caseto DOH (State Department ofHealth). (Tucludes only smear + cases.)

Timeliness Reporting: HCP-LHJ: The average mumnber of days betweenthe date ofthe
sputirn simear +result and the date the HCP (Health Care Provider) reports the caseto
the LHI{Local Health hansdiction). (fcludes only smear + cases)

Timeliness Reporting: Lab-LHJ: The average munber of days betweenthe date ofthe
sputirm siear +result and the date that the lab reports this infonmationto the LHT (Local
Health hansdiction). (Tncludes only smear + cases)

Timeliness: Susceptibility: The average munber of days between the date ofthe first
MTE culture positive result and the date thatthelab (local orstatelab) reports the results
tothe LHI(Local Health hrisdiction). (fncludes all culture positive cases)
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Timeliness Tool-5

Typical Weekly CDC TB Surveillance Data Availability Chart

Day

Activities

Data Available

MONDAY

Collectdata received through
SUNDAY

Process data through warehouse
Analyze and QA data

Create SAS table

Push data to Staging for NTIP,NTS5,
TB GIMS

WEDNESDAY
of current week

TUESDAY

Collectdata received through
MONDAY (data receivedon
TUESDAY will be available on
WEDNESDAY of the next week)
Process data through warehouse
Analyze and QA data

WEDNESDAY
of the next week

WEDNESDAY

Applications pickup data from Staging
MNew data available in NTIP,NTS5, TBE
GIMS

Collect data received through
TUESDAY

Process data through warehouse
Analyze and QA data

WEDNESDAY
of the next week

THUESDAY

Collect data received through
WEDNESDAY

Process data through warehouse
Analyze and QA data

WEDNESDAY
of the next week

FRIDAY

Collect data received through
THURSDAY

Process data through warehouse
Analyze and QA data

WEDNESDAY

of the next week
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Chapter 8: Data Security and Confidentiality Tools

The Data Security and Confidentiality Tools include a list of the tools followed by examples of
the first page of each tool.

Data Security and Confidentiality Tools

Tool # Tool Name Description and Format Source
How to Use Contact
Data Security Data Security and | A list of the minimum standards | Word CDC/
and Confidentiality required for data sharing and use | 3 pages | NCHHSTP
Confidentiality | Guidelines for of surveillance data for public
-1 HIV, Viral health action
Hepatitis, STD
and TB Programs
- Standards
Data Security Data Security and | Guidelines on how to initially Word CDC/
and Confidentiality assess the TB program’s data 3 pages | NCHHSTP
Confidentiality | Initial Assessment | security and confidentiality
-2 policies and procedures
Data Security Data Security and | Checklist for conducting Word CDC/
and Confidentiality ongoing assessment of TB 12 NCHHSTP
Confidentiality | Periodic program compliance with the pages
-3 Assessment data security and confidentiality
ChecKklist guidelines
Data Security Data Security and | Questions and answers to clarify | Word CDC/
and Confidentiality issues regarding the Data 5 pages | NCHHSTP
Confidentiality | Guidelines Security and Confidentiality
—4 Frequently Asked | Guidelines
Questions
Data Security Data Security and | Checklist for data security and Word California
and QA Checklist QA activities 1 page Tuberculosis
Confidentiality Control
-5 Branch,
California
Department of
Public Health
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1.0

2.0

Data Security and Confidentiality Tool - 1

Data Security and Confidentiality Guidelines for
HIV, Viral Hepatitis, STD, and TB Programs

Standards to Facilitate Data Sharing and Use of Surveillance Data for Public Health Action
PROGRAM POLICIES AND RESPONSIBILITIES

1.1 Develop written policies and procedures on data security and confidentiality; review policies and
procedures atleast annually; revisethem as needed; and ensure their review by and accessibility to all
staff members having authornzed access to confidential individual-level data.

1.2 Designatea person or persons to act as the overall responsible party (ORP) for the security of
public health data your program collects or maintains, and ensure thatthe ORP is named in any policy
documents related to data security.

1.3 Ensurethat data security policies definetheroles and access levels of all personswith authorized
access to confidential public health data and the procedures for accessing data securely.

1.4 Ensurethat data security policies require ongoing reviews of evolving technologies and include a
computer back-up or disaster recovery plan.

1.5 Ensurethat any breach of data security protocol, regardless of whether personal infarmation
was released, is reported to the ORP and investigated immediately. Any breach that results in the
release of personally identifiable information (P11} to unauthorized persons should be reported to the
ORP, to CDC, and, if warranted to law enforcementagencies.

1.6 Ensurethat staff members with access to identifiable public health data attend data security and
confidentiality training annually.

1.7 Requireall newly hired staff members to sign a confidentiality agreement before being given
access to identifiable information; require all staff members to re-sign their confidentiality agreements
annually.

1.8 Ensurethat all persons whohave authorized accessto confidential public health data take
responsibility for 1) implementing the program’s data security policies and procedures, 2) protecting the
security of any devicein their possessionon which Pll are stored, and 3) reporting sus pected s ecurity
breaches.

1.9 Cerlify annually that all data security standards have been met.

DATA COLLECTION AND USE

2.1 Clearly specify the purpose for which the data will be collected.

2.2 Collectand usetheminimum information neededto conduct specified public health activities and
achievethe stated public health purpose.

2.3 Collect personally identifiable data only when necessary; use nonidentifiable data whenever
possible.

2.4 Ensurethat data thatare collected and/orused for publichealth researchare donein accordance
with stipulationsin Common Rule, Title 45, Part 456 of the Code of Federal Regulations, which includes
obtaining both institutional review board (IRB) approvalfor any proposed federally fundedresearch
and informed consent ofindividuals directly contacted for further participation.
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Data Security and Confidentiality Tool - 2

DATA SECURITY AND CONFIDENTIALITY
INITIAL ASSESSMENT

This chacklist can be used to snids the initial assessment of a program’ s compliancs with the Standards for
Diata Securitv and Confidantiality. This will be particularly usaful for state and local public health prosrams
that currantly lack data security and confidantiality policies and proceduras.

As indicatad praviously in this document, the initial assessment should be conduetad by a team lad by the
OFP(z). Thateam should includs:

Program managars, directors, or equivalent leaders from participating prosrams
(Orther reprasentatives of participating programs
Staff mambars with tachnical axpartisain data security
IT staff
The initis]l ass2ssment should includs the following staps:
o Idantify kev individuals and dzsienate an OFRF
¢ BRaview current securitv-related materials {2 g., writtan policiss and procedurss)
s  Faview relavant stats and local lawrs that might affact data security and confidsntislityrpolicias

» Idantifv anv policies or procaduras that ars either barriars to information sharing or sources of data
sapurity weakmnas sas

» Consult standard operating procedures (30Ps) from other programs that might be useful sources of
id=as or sugesstions for procadural chanses

¢  Faview any history of data security breaches or near-breaches, and associated lessons leamad
¢ Assess phvsical securitvand definethe securs arss

*  Assass alactropic secusty protections and methods of data transfarand stomes

»  Assess factors related to security of informationin the fi=ld, as appropriate

*  Assass trainingnesds
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Data Security and Confidenfiality Tool -3

Data Security and Confidentiality
Periodic Assessment Checklist

This checklist can be used to guide the periodic assessment of a program”s compliance with the
Standards for Data Security and Confidentiality.

For the answer to be "yes” to a question with multiple parts, all boxes must be checked. For each “Mo™ response,
provide additional information describing how the progam intends to achieve compliance with thatstandand.

Name of Program being assessed Name of person assessing the progmam

1.0 PROGRAM POLICIES AND RESPONSIBILITIES

STAMDARD 1.1
In your program, how are staff members who are authorized to access HV/VH/STDY/TE information or
data made aware of their data confidentialityand security responsibilities?

Are the following points addressed in your poficies and agreements?

— [fes

Mo

Are staff provided training on security policies and procedures andwhere
to find resources?

. [fes

Does the program have written data security and confidentiality policies
and procedures?

— [fes

Arewritten policies and procedures reviewed at least annually and revised as
needed?

Aredata security policies readily accessible to all staff memberswho have access
to confidential, individual-level data?

Where are the policies located?
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Data Security and Confidentiality Tool - 4

Data Security and Confidentiality Guidelines for HIV, Viral He patitis, Sexually
Transmitted Disease, and Tuberculosis Programs: Standards to Facilitate Sharing and
Use of Surveillance Data for Public Health Action

Frequently Asked Questions

1. Why are these not titled “Guidelines for Sharing Data”? Why don’t they have the word
“sharing"” in the title?

These guidelines provide standards for secunty and confidentiality for datain all programs fundsd by
the National Center for HIV/AIDS, Viral Hepatitis, 3TD, and TB Prevention (NCHHSTF). Shanngis
facilitated when thelack of protectionis no longer a bamier for programs that conform to these
guidelines. Data shanng standards are ncluded as part ofthese guidelines, howewver, this document does
not specify details ofhow, what, orwhen data should be shared

1. Do these replace the HIV Security and Confidentiality Guidelines?

Yes. Thesereplace the Technical Guidancefor HIV/AIDS Surveillawce Programs, Velume III: Security
and Confidentiality Guidelines and establish fornmal security and confidentiality guidelines for HIV,
viral hepatitis, 3TD, and TE programs fimded throngh NCHHSTP.

3. How do these fit with the Partner Services Security and Confidentiality Guidelines?

Theszereplace the data secumty and confidentiality muidelines contamed in Appendix D, "Guiding
Principles and Standards for Fecord Keeping andData Collection Management, and Secunty for
Partner Services Programs for HIV Infection, Syphilis, Gonorhea, and Chlantydial Infection" ofthe
Recommendations for Pariner Services Programs for HIV Infection, Syphilis, Gonorrhea and
Chilamydial Infection.

4. Do these guidelines apply to CDC-funded prevention activities?

Yes. All programs fimded by NCHHSTP will be required to implement these guidelines for personally
identifiable or potentially personally identifiable mfonmation. Beginningin 2012, adhaingto the
Guidelines is beingincorporatedinto all core funding announcansnts. Surveillance programe,
prevention programs, and programs who receive surveillance orprogram data are within the scope of
these Guidelines.
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Data Security and Confidentiality Tool - 5

Data Security and Quality Assurance Checklist

Procedures Yes | No | If no, indicate the plan
for improvement

Isthe TB Program patient management database

on a secure server located within a locked room at
the TB Clinic?

Is secure password protection maintained for the
TB Program patient management database?

Have modifications that are needed for
surveillance and patient management activities
been made to the TB Program patient
management system?

Is the system backup of the TB Program patient
management database performed nightly?

Are the TB registry data secure and
confidentiality of all surveillance case reports,
HIV test results, and other patient files
maintained in accordance with local and state
ouidelines?

Are QA protocols created for monthly and annual
monitoring of data validity?

Are the data-collection, data-entry, and QA
protocols easily accessible to all staff?

Is periodic training conducted to ensure staff are
up to date with QA protocols?

Are existing QA reports reviewed and queries
created in the TB Program patient management
system to produce line lists of records with
missing or incorrect information?

10.

Does the program comply with HIPAA
regulations?
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Chapter 9: Quality Assurance Cross-Cutting Tools

The QA Cross-cutting Tools include a list of the tools followed by examples of the first page of

each tool.
Quiality Assurance Cross-cutting Tools
Tool # Tool Name Description and Format Source
How to Use Contact
Cross-cutting—1 | TB Control Four-phase process for entering | Word Tuberculosis
Program Report of Verified Case of 8 pages | Control
Procedures for Tuberculosis (RVCT) data, Program,
PHIMS: Data conducting quality control, and Public Health—
Entry and ensuring timeliness in reporting. Seattle & King
Quality Control County
Procedures : QA
Protocol
Example
Cross-cutting—2 | TB Case/Suspect | A checklist to use for reviewing | Word Oregon TB
QA Review Form | TB cases/suspects. 3 pages | Program
Cross-cutting-3 | TB Review and Quality assurance schedule for Word Oregon TB
QA Schedule for | various reviews of TB 1 page Program
TB Case/Suspects | cases/suspects.
Cross-cutting—4a | 2009 RVCT An explanation of the transition | Word CDC/DTBE
Trending between old and revised RVCT 7 pages
Guidance variables. Mapping shows the

user exactly how the definitions
of previous variables match up
with the new ones.
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Tool # Tool Name Description and Format Source
How to Use Contact
Cross-cutting— Mapping Old A diagram that illustrates Word CDC/DTBE
4b RVCT Data mapping the old RVCT data to 3 pages
(1993-2008) to the new RVCT data. The
New RVCT Data | diagram illustrates the following
(2009-present) three RVCT items:
e Site of Disease (item 16)
e X-ray (item 22A and 22B)
e Type of Health Care
Provider
(item 46)
It provides a visualization of the
transition between old and
revised RVCT variables.
Mapping shows the user exactly
how the definitions of previous
variables match up with the new
ones.
Cross-cutting—5 | RVCT Variables | List of the RVCT variables used | PDF CDC/DTBE
Used in NTIP in the NTIP indicator 3 pages
(Spread Sheet) calculation.
Cross-cutting—6 | Cohort Review Guidance for planning and Word Washington
Preparation: conducting a cohort review 3 pages | State
Roles and session. Includes preparation Department of
Responsibilities timeline and job responsibilities. Health
by Time Due Determines when participants Tuberculosis
need to be notified of scheduled Program and
events leading up to the cohort the
review session. Tuberculosis
Control
Program,
Public Health—
Seattle & King
County
Cross-cutting—7 | NTIP Decision DTBE’s decision to exclude PDF DTBE
Memo: Sputum patients who moved out of the 4 pages

Culture
Conversion
Documented

country from NTIP calculation
RVCT item (41) Sputum Culture
Conversion Documented.
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Cross-catting Tool -1

TB Control Program

Procedures for PHIMS Data Entry and Quality Control Procedures
<QA Protocol Example=

Policy and

Procedure Title: PHIMS Data Entry and Quality Control

Category:

Final Review &

Approval By: Leadership Group

Effective Date:

E‘ roval Authority Date

This procedure shall be reviewed three months following implementation. Ifnecessary,
a second review will occur after another three months. Following the review, the
procedure will be reviewed and'or updated annually as noted below.

EReview Date | Revision Date | Signature

Chapter 10: Toolkit for Quality Assurance
10-79




Cross-cutting Tool - 2
TB Case/Suspect QA Review Form

New Case Heview Case Name: Date:

Data reporting: Required elements (present or not)

Date of Birth O%Yes | OMNo | Sputum Smear OYes |OMo [ OMA
Race O%es | OMNo | Sputum Culture OYes |OMo [ OMA
Country of Crigin O%es | OMo | CxTissue/Other OYes |OMo | OMA
Mo-Yr Arrived in U.S. OYes [ OMo | NAAT Result O%es | O Mo | OMNA
Status at Diagnosis of O%Yes | OMNo | ChestX-ray OYes |OMo

TB

Previous Diagnosis of O%es | OMo | TST at Diagnosis OYes |OMo

TB

Major Site of Disease OYes | OMo | Treatment Start Date | O ves | O Mo

Treatment initiation: 15 patient sputurm-smear positive? OYes O Mo O MA

Initial sputum collection date: Tx initiation date:
(should be <7 days from collection to t< initiation)

Recommended initial therapy: Was standard 4-drug regimen started? O Yes O Mo
If no, why? List regimen:

HIV Status: O Test date/result recorded O Test done, result pending O Motest done
If notest done, why?

Sputum culture report: For all pulmonary/pleuralflaryngeal cases
Has sputum been collected? OYes O Mo O MNA
If no, why not?

Contactinvestigation: |s contactinvestigation needed? OYes O Mo
Has Cl been started? OYes O Mo If no, why not?
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Cross-cutting Tool- 3
TB Review and QA Schedule for TB Case/Suspects

Weekly TB Case/Suspect Review:
- New cases/suspects are reviewed a2t weeldy case mestings
- New cases checked for overall completion; fu with LHD 2s necessary
- Clmical case review for countmg/not counting at weekly case mestings

Monthly TB Case/Suspect Review:
- Beview all cases/suspects at 2 month mark
o Cases: Check for complete mformation, approprizte trestment'clinical
decizions
o Suspects: Decide if they are cases, are not cases, or are still bemp
evaluzted.

Monthly TB Case Data Review:
- Check case data for missing mfo (commen: HIV, date of entry, risks, stc)
based on Orpheus data exports

Monthly Lab/Genotyping Review:
- Check that all culture + cases have had specimens sent to OSPHL for
susceptibility testng
- Check that all culture + cases have had specimens sent to CAlzb for
genotyping

Monthly Program Review:
-  NAAT evaluation — idennfy and £ with counties about how NAAT results
did or did not affect clinical decisions and contact mvestigations
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Cross-cutting Tool —4a

2009 RVCT Trending Guidance

The newly revised EVCT fonm (OME approval through 2011) contains several changes
compared to items on the expired EVCT (OME approval through 2002). A workgroup was
formed to address howthese changes should be ncorporated into trend analysis for conumeon
analyses of survallance data..

The following is a list of some trendingissuesidentified. The list is not exhaustive; not all
changesto the EVCT are addressed. For detailed mstructions on changes to the BEVCT, referto:
CDC. Report of Verified Case of Tuberculosiz (RVCT) struction Manmual Atlanta, GA: TS
Department of Health and Human Services, CDC, June 2009,

Sites of Disease:
Expired Revised Item Impact Trend Guidance
Ttem
Major Site of | Miliary is no Impact onthe Creation of a newmiliary ves/no vanahble
Disease (Itam | longer collected | trend ofinterest, | to indicate miliary disease from 1993
15)captured | onltem 16 and | site of disease, | throughthe present. This vanable will be
one primary | is now iz unkmnown. populated with miliary site of disease
site of collectedin fromthe expired EVCT (Ttem 15 or Item
disease If Initial Chest From 1993 to 16) and miliary sub-response within
Miliary was | Radiograph 2008, miliary abnommal chestradiographorimagng
selected,no | (Item22A)and | wasselectedas | study ontherevised EVCT (Ttems
other sites Imitial Chest CT | amajorsite 22AB).
could be ScanorCther | 3463 times
chosenunder | Chest Imaging | (1.4%). Miliary | Ezpired Item or Revised Item = Miliary
Additional Study (Ttem wasselectedas | Diseass
Site of 22B) for an additional *  Miliary Major Site of Disease Item 13 or
Dizease. abnonmal site 1123 times Miliary Additional Site of Disease Item
radiographor | (0.4%). Ofthe iffgf}ﬂi of miliary TB Yes in Item
‘;‘.ddm“ml rmagmng 495Tcasesof | ) ther sites excluding Miliary (Ttem 15
ite of results only. muliary disease, - = . N
. - o X ot Item 16) or Evidence of milizry TE No
Dizeasze I:IT.EH 647 [1315’!}} in Ttem 22AE = no -
16)captured | Site of TB occurredwhere |, gy Wot Stated or Missine Ttem 15 or
multiple Disease(Item | thepatienthada Unknown or Missine Item 22AE =
zites, 16): Two nomnmal chest mlmown h
providedthat | anatomic codes | radiograph. o  Nommal m Ttem 22AE = ne
no site were extracted
matched Item | from Otherand The calculatedmiliary variable will assist
15. arenowlisted n trending site of disease as pulmeonary,
individually: extrapulmenary, or both. Miliary disease
Lymphatic: iz considered both pulmenary and
Axillary, and extrapulmeonary.
Laryngeal.
S
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Cross-cutting Tool -4b

Mapping Old RVCT Data (1993-2008) to
New RVCT Data (2009-present)

These are visual exanples of three ofthe calculated RVCT varnables mentionedin Cross-cutting
Tool-4a 2009 RVCT Trending Guidance.

Type of Health Care Provider

Calculated
Variable
 EEEE—
Health Health “f.'.?:"
Degariment Department Department
N——

Expired Current
RVCT RVCT
 EEEE—

Private/ Private/
Type Other Other Type of
Health Outpatient
Care Health
Erovidss Both P;:Eef
{kem 38) Health (item 46)
Department
and Private/
Other
Used from Used from
1999-2008 2009-
e present

Calculated variable means the value is assigned based on the contents of one ormore RVCT
varnables.
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Cross-Cutting Tool - 6

Cohort Review Preparation:
Roles and Responsibilities by Time Due

Timeline Job Role Responsibility
12 weeks pnior Admin Crganizes room and AV equipment
6 weeks prior Epidemiologist 1) Identifies cohort period pulls

data, and ensures that NTIP and
cohort measures are up-to-date

2y Provideslist of casesto Nurse
Case Managers for Mock cohort
3) Funs case, contactand NTIP
reports and analyses

4 Fixes dataissues

3) Follow-up with leadsif
particularissues were identified at
last cohort

Nursing Supervisor/Lead Nurse

Providez list ofneeded caze charts
to Admin

Admin Pullz needed case charts fornurse
casemanagers/ DEDS
5 weeks prior Epidemiologist 1) Prepareslist of

izsues/challenges/success along
with potential cases andgivesto
nursing supervisor for distibution
2 Provides new clean list once to
MNurse case managers once feedback
hasbeenreceived

3) Updates EVCTS, NTIF data

43 Reviews Cohort INTIPissues
identified with managementteam

Nursing Supervisor/Lead Nurse

Identifies those cases that maybe of

interest for discussion at cohort
(based on Epilist)

Nurse Case Manager

Prepares cases ofinterest for cohort
review. Addressesindicators.

4 weeks prior

Epidemiologist Prepares cohort review presentation
list based on PHIMS data

DIs Prepares cohort review presentation
list contact mvestigation updates

cDC Providesupdated NTIP surmmaries;

EVCT="z for those cazesnot
meetingindicators
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Cross-cutting Tool-7
TO: Director, DTBE
FROM: Chair, NTIP Workgroup
DATE: July 15, 2013

SUBJECT: NTIP Decision Memo. Sputum culture conversion documented within 60 days
of treatment initiation to be sustained.

Through: Chief, SEOIB, DTBE

Background

Monitoring culture conversion at 2 months is essential for assessing treatment progress
and evaluating the effectiveness of the treatment regimen. According to the American
Thoracic Society/CDC’s guidelines on the treatment of tuberculosis, approximately 80% of
patients with pan-susceptible pulmonary TB will have converted to culture-negative after 2
months of treatment. Closer monitoring of patient to ensure adherence, and extending
treatment to a minimum of 9 months may be warranted for treatment success if conversion
did not take place within 60 days of treatment initiation.

The national objective encourages programs to strive for increasing the proportion of
culture-positive patients with culture conversion within 60 days of initiating treatment.
Since becoming one of the national objectives, local TB programs have worked on this
indicator, bringing the national average from 47.2% in 2008 to 56.4% in 2010.

A positive-culture result in the initial sputum specimen is the basis for assessing
conversion. Sputum culture conversion is defined as two consecutive negative cultures
with no positive culture thereafter. The guidelines recommend that sputum specimens be
obtained at a minimum of monthly intervals until two consecutive specimens are culture-
negative. The RVCT defines the date of conversion as the specimen collection date for the
first consistently negative culture at least one week after the last positive culture,
suggesting specimen collections at least 7 days apart.

NTIP users proposed the following changes to this indicator:

1. Remove the objective for attaining culture conversion within 60 days, and focus on
the documentation of sputum culture conversion alone (i.e. culture conversion
ever), Or change the objective of 60 days to 65, 70, or 75 days.

2. Revise the RVCT instruction on the “Sputum Culture Conversion” variable
stipulating that the first consistently negative culture should be a least 7 days after
the last positive culture (i.e., allow follow-up cultures to be obtained at shorter
intervals).

3. Exclude patients with cavitary disease from the indicator cehort.

4. Exclude patients who moved out of the country from the indicator cohort.
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Source Contact List for QA Tools

The list below includes contact information for some of the tools.

Source Contact List for Tools

Program

Phone

CDC/Division of Tuberculosis Elimination (DTBE)
rvctqualityassurance@cdc.gov

404-639-5312
or
404-639-8401

California Tuberculosis Control Branch, California Department of Public
Health

510-620-3055

Oregon TB Program

971-673-0174

Tennessee TB Elimination Program

615-741-5818

Texas Department of State Health Services Epidemiology & Surveillance
Branch

512-776-3577

Tuberculosis Control Program, Public Health—Seattle & King County

206-744-4579

Washington State Department of Health Tuberculosis Program

360-236-3423
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