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I.
PURPOSE


This Standard Operating Procedure provides guidance for documentation of the source of data collected during the conduct of this clinical trial.  Source documentation serves to substantiate the integrity of study data, confirms observations that are recorded, and confirms the existence of study participants.  The existence of verifiable source documents ensures data quality.

II.
APPLIES TO

This Standard Operating Procedure applies to data collected for this study, and defines what will serve as source documentation for all required information collected for this study.

The Investigator of Record has ultimate responsibility for ensuring that all applicable study site staff members follow this SOP.
III.
RESPONSIBILITIES

Staff who collect data and information required for this clinical trial must properly record the data in the CRF, medical records, and other locations specified by the study protocol and by this SOP.   The data recorded on the CRF must come from a designated source. 

IV.
PROCEDURES

· All data recorded on the CRF must be verifiable from the written source documentation.

· The source data for each field (item) on each CRF must be identified, and the same source must be used every time the field is completed for all participants in the study.

· A copy of each data collection form used in this study will be attached to this SOP, and the source of the information collected for that item will be identified directly on the form.

· In some cases the CRF will serve as the source, and in other cases lab reports, medical charts, or other records will serve as the source.

DEFINITIONS

· CRF:  Case report form
· SOP:  Standard Operating Procedure
· Source data:  all information in original records and certified copies of original records of clinical findings, observations, or other activities in a clinical trail necessary for the reconstruction and evaluation of the trial.  Source data are contained in source documents (original records and certified copies). [taken from the DAIDS Policy on source documentation DWD-POL-CL-04.00]
· Source documents:  Original documents, data, and records (for example, hospital records, clinical and office charts, laboratory notes, memoranda, subject’s diaries or evaluation checklists, pharmacy dispensing records, recorded data from automated instruments, copies or transcriptions certified after verification as being accurate copies, x-rays, participant files, and records kept at the pharmacy, at the laboratories and at other departments involved in the clinical trial).  [taken from the DAIDS Policy on source documentation DWD-POL-CL-04.00]
APPENDICES

Complete set of case report forms, annotated to show what will serve as source documentation for each item on the form.
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APPROVAL

This SOP must be approved by the study site Principal Investigator and by the Clinical Trials Support Specialist who is supporting this study site.
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