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Following select data submissions, the Regional Data Center (RDC) for the East Africa IeDEA Consortium will conduct data monitoring visits at its member sites.  The purpose of these visits will be to assess the quality and reliability of data submitted and to provide guidance on quality improvement procedures to the participating sites.  Representatives of the RDC will compare the contents of the electronic database(s) to the source documents (typically clinical paper charts) for a randomly-sampled subset of patient records.  Upon completion of the data monitoring visit, a summary report of findings and suggested quality improvement measures will be generated and distributed to site investigators and data managers.
Prior to the visit, the RDC will randomly select 15-20 patients to participate in the audit.  The patient identifiers for about half of these will be sent to the sites in advance so that the site data manager can pull the requested records.  The remainder will be requested on the day of the visit to help ensure the integrity of the audit.  For all sampled patients, electronic audit forms containing the information listed below (Table 1) will be populated with values for select variables from both demographic and longitudinal data submitted to the RDC. 
During the visit, the audit team will need a small room with electrical power and desktop space to record the values found in the site’s source documents and log any notes regarding discrepancies.  The audit team may need to consult with site personnel for clarification on coding schemes or clinic procedures that affect transcription/entry of data.  If time permits after completing the audit, the team will meet with site personnel to provide preliminary findings, recommendations and to discuss the site’s overall data quality.  
Following the visit, the RDC will review the audit data, classify data inconsistencies, and summarize results.  Records which contain data entry errors will be tagged so that site personnel can review and correct prior to the next data submission. The audit team will provide a detailed report containing consistency rates for each variable (Table 2) and recommendations on improving data quality.  The RDC will also solicit feedback from site personnel regarding the audit process.
For further details, please contact the Regional Data Manager, Beverly Musick (bsmusick@iupui.edu) or the IeDEA Project Manager, Yee Yee Kuhn (ykuhn@iu.edu). 
Table 1.  Example of Audit Form
Patient ID: 05-01-0100-000067
Cross-Sectional Data
	Variable
	Database Value
	Source Document Value
	Notes

	Gender
	M
	
	

	Date of Birth
	23-Jan-1970
	
	

	Height
	
	
	

	Deceased
	1
	
	

	Date of Death
	18-Nov-2007
	
	

	ART Start Date
	22-Feb-2005
	
	

	Prior Exposure to ART
	4
	
	

	TB Diagnosis Prior to Enrollment
	0
	
	

	TB Treatment Prior to Enrollment
	0
	
	


Longitudinal Data

	Variable
	Database Value
	Source Document Value
	Notes

	Date of Visit
	14-Mar-2004
	
	

	Clinic Site
	Morogoro
	
	

	Weight
	54
	
	

	TB Diagnosis
	
	
	

	Pregnant
	
	
	

	Date of Next Scheduled Visit
	12-Apr-2004
	
	

	WHO Stage
	2
	
	

	CD4
	402
	
	

	…
	
	
	

	Date of Visit
	15-Apr-2004
	
	

	Clinic Site
	Morogoro
	
	

	Weight
	55
	
	

	TB Diagnosis
	
	
	

	Pregnant
	
	
	

	Date of Next Scheduled Visit
	12-May-2004
	
	

	WHO Stage
	2
	
	

	CD4
	
	
	

	…
	
	
	

	…
	
	
	


Table 2. Data Audit Findings
	Variable
	No. of Values Reviewed
	No. of Mismatches
	No. of Unverified Values
	Error Rate

	Gender
	20
	1
	0
	0.05

	CD4
	95
	8
	2
	10.5

	…
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