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Purpose

To describe the procedure for reconciling follow-up visit schedules generated by the HPTN 035 Participant Tracking Database (PTD) with similar manually calculated schedules.

Scope

This procedure applies to all staff responsible for data entry in and maintenance of the HPTN 035 PTD. 

Responsibilities

HPTN 035 staff members delegated by the Investigator of Record to enter and maintain data, in the PTD are responsible for understanding and following this SOP.  

HPTN 035 Data Manager is responsible for training study staff to maintain the PTD in accordance with this SOP, and for day-to-day oversight of staff involved in PTD maintenance.

HPTN 035 Investigator of Record is ultimately responsible for ensuring that all applicable HPTN 035 staff members follow this SOP and that the PTD is properly used and maintained throughout the course of the study. 

Procedure
Note:  The HPTN 035 PTD is used for tracking purposes only.  It is not used to record source data or to generate source documents.  All information entered into the PTD is based on other source documents contained in participants' study charts.

During the first 30 days of study implementation and for a 30-day period immediately following the installation of any new version of the PTD, data entry staff will:
1. For 5 randomly selected participants, enter participant screening and enrolment information into the PTD and print the Participant Follow-up Visit Schedule.  
2. Using a calendar or date book and following guidelines in the HPTN 035 Study-Specific Procedures Manual, manually calculate the participants’ target visit dates and visit windows for each follow-up visit for the course of the study.

3. Compare the manually calculated dates with the PTD-generated dates and ensure that they are consistent.

4. If the PTD-generated schedule matches the manually calculated one, initial it and save it in a designated file for PTD records.

5. If the PTD-generated schedule does not match the manually calculated one, repeat the manual calculations and compare again.

6. If the schedules remain inconsistent, ensure that the correct enrolment date was entered in the participant’s PTD record.  If the correct enrolment date was not entered, correct the entry return to step 3.  If the correct enrolment date was entered, immediately contact the HPTN CORE.
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