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Effective Date:  <insert date>

Policy:  It is the policy of the TB Control Program to develop appropriate procedures for conducting clinical, case management and administrative functions in a manner that is not contrary to federal, state, or local law. 

Purpose:  The purpose of this procedure is to outline the administrative process for data entry of cases onto appropriate forms and into the PHIMS database, elaborate data quality control activities, and ensure timeliness in reporting, and to ensure each responsible party understands their role and expectations.

NOTE:  This Administrative Procedure does not supersede or replace appropriate clinical protocols.  All applicable clinical protocols should be followed.

Acronyms:


PHIMS – Public Health Issue Management System


RVCT – Report of Verified Case of Tuberculosis


HARS – HIV/AIDS Reporting System

FU1 / FU2 – Follow-Up Report 1 / 2

Staff Involved:


Intake Nurse

Medical Director - Clinic


Nursing Supervisor

Nurse Case Manager (NCM)


Epidemiologist (Epi)


Disease Research Data Specialist (DRDS)


Administrative Specialist II (AS II)


Designee – as assigned by Program Manager or DCO


Steps for Cases and Suspect Cases (Class 3 and Class 5) on Treatment (Flow based on progression of treatment)

	
	Responsible
	Activity

	PHASE I

	1. 
	Intake Nurse
	· Upon Intake [refer to Intake Procedure], completes items 1, 4, 7-16 (if known) on the RVCT worksheet with available data [refer to data dictionary, if needed]

· Item 1 (Date Reported) should reflect the month and year the Intake was completed

· Place all known Class 3 or High Suspect RVCTs into the DRDS Initial Entry Box.  All other RVCTs keep with appropriate Intake paperwork

· Route known Class 3 or High Suspects without RVCT to Nursing Supervisor/designee

· Route all other Suspects with RVCT to Nursing Supervisor/designee 

	2. 
	Nursing Supervisor /designee
	· Review Intake paperwork for appropriate disposition/decision. 

· Route known Class 3 or High Suspects to appropriate NCM.

· If after consultation with Medical Director, unknown suspects are determined High or Class 3, route RVCT to DRDS and Intake paperwork to NCM. 

· Return low suspects (intake and RVCT) to Intake Nurse to follow cultures

	3. 
	Intake


	· Following culture results, determine whether or not suspect will be seen by the TB Control Program or PPR, if so, route RVCT to DRDS

· If not (no chart created), shred RVCT , Alpha file all other documents

	4. 
	DRDS
	· Data Enters Initial RVCT data within 72 hours of initial receipt

· Prior to two week case review:

· Verify items 1, 4, 7-16 are complete

· Complete items 17, 19, 21-37, and 46

· Obtain HARS number, if applicable

· Place in follow-up data entry box

· Enter updated RVCT worksheet into PHIMS (initial and date entered data).  Highlight missing fields.

· File RVCT worksheet in purple accordion

· At the two week case review:

· Ensure RVCT worksheets for cases being reviewed have been pulled from purple accordion

· During case review, make changes/updates to RVCT worksheet

· Following case review, route RVCT worksheet to data entry box for follow-up

· After case review:

· Receive chart from NCM for updating

· Ensure updates made to RVCT

· Return chart to NCM within 24 hours

· Ensure data entry completed weekly

	5. 
	NCM / Intake (for PPR)
	· Notify DRDS of first collected culture results and first positive culture result via copy of the lab slip, placed in the RVCT box.

· After case review:

· Provide chart to DRDS for updating RVCT data.  

Remember you should always Infolinx if the chart will be out of your possession for more than 8 hours.

	PHASE II

	6. 
	DRDS
	· Verify culture result is consistent with major site of disease (i.e., if sputum culture is positive, major site must be pulmonary).

· If site and culture results not consistent, review disease location to resolve discrepancy

· Make appropriate changes on the RVCT worksheet, initial, date, and highlight updates.

· Check Follow Up Report-1 (FU-1):

· If all cultures (sputum and other tissues) are negative, FU-1 sensitivities (#39) will be marked as “no” on the RVCT worksheet 

· If known, complete item #41

· If culture is positive, leave #39 blank until sensitivities are known

· If culture is pending, leave #39 blank

· Route RVCT worksheet for data entry 

· Shred lab slip

	7. 
	DRDS or designee
	· Enter updated RVCT worksheet into PHIMS (initial and date)

· Add the RVCT State Case No. to the worksheet when assigned

· File RVCT worksheet in purple accordion

	8. 
	DRDS
	· At the eight-week case review 

· Prior to case review, pull RVCT worksheets from purple accordion for appropriate cases  

· During the case review, make changes/updates to RVCT worksheet

· If known, update item #41

· Complete the Data Collection / 5930 Form and data enter

· Following the case review, route RVCT worksheet to PHIMS box

· Ask about clinical or provider diagnosis if no positive culture recorded on RVCT worksheet

· Provider diagnosis should be noted in the comments section on the RVCT worksheet

· After case review:

· Receive chart from NCM for updating

· Ensure updates made to RVCT

· Return chart to NCM within 24 hours

· If culture positive, write “Report Now” at the top of page two of the RVCT Follow-Up

	9. 
	DRDS or designee
	· Click “Report Now” button on PHIMS data entry screen when DRDS writes “Report Now” on page two of the RVCT (initial and date)

	PHASE III

	10. 
	NCM
	· Notify DRDS of preliminary culture sensitivities via copy of the lab slip, placed in the RVCT box

· After case review:

· Provide chart to DRDS for updating RVCT data

Remember you should always Infolinx if the chart will be out of your possession for more than 8 hours.

	11. 
	DRDS
	· Retrieve RVCT worksheet from purple accordion when initial sensitivity results are available

· Record sensitivities on FU-1 RVCT worksheet (items #39 and 40)

· If individual is isoniazid and rifampin resistant, wait for secondary susceptibility results before completing the “Not Done” column. 

· Pyrazinamide sensitivities will generally come after the other drugs. Do not wait for these, but rather fill in other drug sensitivities and update later when pyrazinamide results are available.

· Shred lab slip

	12. 
	DRDS or designee
	· Enter updated RVCT worksheet into PHIMS 

· File RVCT worksheet in purple accordion

	PHASE IV

	13. 
	Medical Director
	· Completes Status/Disposition Form and routes appropriately.

	14. 
	NCM
	· Route chart to RVCT at treatment completion for dismissal using Routing Slip.

Remember you should always Infolinx if the chart will be out of your possession for more than 8 hours.

	15. 
	DRDS
	· At 16 weeks and subsequent weeks, review RVCT for missing items and complete quality review of forms

· Retrieve RVCT worksheet from purple accordion

· Within two (2) days of NCM dismissal complete FU-2 based on Medical Director’s summary of treatment and status update/disposition form and complete any other missing data (items #41-49 as applicable)

· Route chart per the Routing Slip instructions

· Enter RVCT worksheet 

· Ensure Data Collection / <insert name of form> is completed and data entered

Remember you should always Infolinx the chart 

	16. 
	DRDS or designee
	· Enter updated RVCT worksheet into PHIMS (initial and date)

· Print out PHIMS Report 

· Route the PHIMS Report and RVCT worksheet to DRDS for final review  

	17. 
	DRDS
	· Prints and reviews final PHIMS report and RVCT worksheet for any issues

· Initial the top of all pages of the PHIMS report that are error-free and correct any errors on the print out

· Follow up with NCM and/or Intake Nurse for clarification and/or information needed for corrections

· Make changes to  PHIMS Report and RVCT worksheet  and/or route to ASII for placement in the chart  

· Ensure final data is entered into PHIMS (sign and date any new data entered)

· Route chart to ASII for dismissal 

	18. 
	ASII
	· File final PHIMS Report and original RVCT worksheet in appropriate chart and file in Medical Records Room.

· Follow dismissal process


Weekly Task

	
	DRDS
	Separate Data Collection / Cohort Review form and place the Cohort Form in the Cohort Review Folder and keep the Data Collection sheet with the RVCT.


Quality Assurance/Quality Control

	MONTHLY REPORTS 

	Queries are given to DRDS during the first week of every month.  DRDS is to return the query to the Epi within two weeks of receipt.  The DRDS will review update RVCT worksheet, and complete data entry 

Data abstraction instructions can be found in Appendix A 

	Report (Monthly)

1. Query of individuals in Suspect Status at eight (8) weeks and cases not reported within eight (8) weeks 

2. Query of individuals with no sputum smears after four (4) weeks

3. Query of cases with no cultures/pending culture results after eight (8) weeks 

4. Query of cases with no sensitivities/pending sensitivities after 12 weeks

5. Query of Missing HIV Status 3 weeks after intake

6. Query of cases open > 11  months after treatment start and checks with NCM to determine if the case should be closed

7. Queries of missing X-Ray, CT Scan, TST, QFT, NAA or site of disease 3 weeks after intake

7.           Intake report
	Use (Quality Control)

Report 1: Epi to update status (check with NCMs when needed)

          Update consists of chart pull, progress note   

          review, changing hard copy of RVCT form, 

          highlighting, dating and initialing change, and 

          entering data

Provider diagnosis should be stated in the note section of the RVCT worksheet.

Report 2:  DRDS to update smear results 

Report 3: DRDS to update status/check with NCM & MD regarding clinical/provider diagnoses

Report 4: DRDS to update sensitivity results 

Report 5: DRDS to update

Report 6: DRDS to make sure cases that should be closed are indicated as closed in PHIMS

Report 7: DRDS to update

Report 8: DRDS to make sure all individuals with a case chart have an RVCT started 


Year-End Tasks

	
	Epidemiologist
	Count all eligible cases 

(a) PHIMS query of all not counted cases will be reviewed

(b) Charts will be pulled and reviewed for counting criteria

(c) Undetermined cases will be routed to Medical Director for review

	
	Epidemiologist/DRDS
	Completion of all critical elements of all counted cases 

(a) Epidemiologist will run the PHIMS ad hoc query for critical elements and format and print the query sheets

(b) DRDS will locate, pull, and review charts and make changes to the query sheet 

	
	Epidemiologist/DRDS


	Review logic queries provided by the state

Epi will divide queries between themselves and DRDS

	
	Epidemiologist/DRDS
	Database/PHIMS comparison to determine if all cases have been entered into PHIMS 



	
	Epidemiologist/DRDS
	Determine closure for all cases open greater than six months 

(a) Epidemiologist will use the PHIMS data, and refer to NCMs to determine who has completed treatment. 

(b) Charts will be forwarded to DRDS to abstract and close in PHIMS

	
	Epidemiologist/DRDS
	Completion of all non-critical elements of all counted cases 

(a) Epidemiologist will create an ad hoc query for missing data of all other variables.

(b) Depending on the quantity of missing data (large amount of missing data-second and third tier of cleaning; small amount of missing data-clean in one group) epi will format and print the query sheets

(c) DRDS will locate, pull, and review charts and make changes to the query sheets




	Epidemiology REPORTS 

	Report (As needed)

1. Counted Cases Report

2. Not Counted Cases Report

3. Incomplete RVCT Records 

4. Facsimile Report (cases identified on Incomplete RVCT Records)

5. Other Ad Hoc Queries 
	Use

1. Verify Names of cases counted

2. Identify Names of cases not yet counted

3. Identify Name of Cases in PHIMS RVCT Records with missing information

4. Use Names from Incomplete RVCT Records to identify what fields are missing information, give list of missing information to Nurse case manager

5. See Appendix A


OVERVIEW OF STAFF ROLES

Roles:

Medical Director:

· Completes summary of case treatment

· Serves as resource on clinical issues to DRDS

Nursing Supervisor:

· Forwards copies of lab results to DRDS

· Serves as resource on clinical issues to DRDS

Epidemiologist:

· Liaison with State DOH PHIMS Coordinator; follow-up on updates/changes they request

· Perform quality control queries and generate report summaries

· Serve as PHIMS resource person for DRDS 

Nurse Case Manager: 

· Record information in charts 

· Provide updates/changes/missing data to Epi during case review and at other times as requested by DRDS or Epi

DRDS:

· Abstract data from chart for RVCT worksheet

· Follow up on missing data identified in quality control queries 

· Review charts that are still classified as suspects at two (2) months or more, have missing culture results at 8 weeks, or have missing sensitivity results at 12 weeks

· Enter PHIMS updates on the RVCT worksheet during case review

· Assist in ensuring timelines related to PHIMS data entry and adherence to procedure processes

· Enter data from RVCT into PHIMS; recognize what information is on RVCT form and what is in PHIMS.  Highlights questions for which the answer is missing.  Initials and Dates updates/changes on RVCT forms when those updates/changes are entered into PHIMS 

· Reports PHIMS data to State DOH (using ‘Report Now’ button)

· Trains others on PHIMS functionality and data entry

ASII:

· At treatment end, places RVCT worksheet and PHIMS printout in chart.

· Serves as designee / back-up to DRDS as needed.
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