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Data Data ManagementManagement strategiesstrategies
ImplementedImplemented forfor HPTN 039HPTN 039

QC/QA strategies QC/QA strategies 
–– Pre Data management Pre Data management –– Fast QC/QAFast QC/QA
–– Extensive use of toolsExtensive use of tools
–– Double QCDouble QC
–– Continuous data management trainingContinuous data management training

Error Management strategies Error Management strategies 
–– Error capture / Classification Error capture / Classification 
–– Error entryError entry
–– Error analysis and disseminationError analysis and dissemination

CLIS CLIS –– Data ManagementData Management
–– Alert to prepare and distribute documents Alert to prepare and distribute documents 
–– Document inventory and document transferringDocument inventory and document transferring



Quality control and Quality AssuranceQuality control and Quality Assurance

Pre quality managementPre quality management
2 QC by different data 2 QC by different data 
managers and 1 QA to 100% managers and 1 QA to 100% 
of the documentsof the documents
Standardized tools for each Standardized tools for each 
CRF, medical chart, lab CRF, medical chart, lab 
resultresult
Continuos QC/QA trainingContinuos QC/QA training



Error managementError management

Error capture in paperError capture in paper
Error data entryError data entry
Error delivery by Error delivery by 
email to staffemail to staff
Error analysis and Error analysis and 
threethree--month reportmonth report



Document archivingDocument archiving

CLIS CLIS -- Tracking Tracking 
Health recordHealth record
Alert to prepare Alert to prepare 
documents in documents in 
advanceadvance
CLIS CLIS –– Document Document 
transferringtransferring



Data collection / ReportsData collection / Reports

Data entry of data not Data entry of data not 
transmitted: reason of transmitted: reason of 
not enrollmentnot enrollment
ScreeningScreening loglog onon lineline
AccruralAccrural data data onon lineline
ProtocolProtocol status status onon lineline



Clinic Information System Clinic Information System –– CLISCLIS
Web based clinic management programWeb based clinic management program
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CLIS CLIS OverviewOverview

Clinic information program tailored for the Clinic information program tailored for the 
management of patient visits, management of patient visits, 
implemented in Peru.implemented in Peru.
Developed under NIH regulations (CFR 24 Developed under NIH regulations (CFR 24 
part 11), National Health Ministry Policies part 11), National Health Ministry Policies 
and good clinical practicesand good clinical practices
Results: High retention rates, world class Results: High retention rates, world class 
data management, integrated clinic infodata management, integrated clinic info



CLIS CLIS GoalsGoals

Delivery of quality HIV informationDelivery of quality HIV information
–– Help providers document protocol visit quicklyHelp providers document protocol visit quickly
–– Easy access to visits and treatment historyEasy access to visits and treatment history
–– Share critical information within clinical teamShare critical information within clinical team
Facilitate protocol monitoring and reportingFacilitate protocol monitoring and reporting
–– Automatically generate standard program Automatically generate standard program 

reportsreports
Enable analysis of clinic research Enable analysis of clinic research 
management and basic HIV outcomesmanagement and basic HIV outcomes



CLIS CLIS DesignDesign PrinciplesPrinciples

Changes in the protocol are possible any Changes in the protocol are possible any 
timetime
Information changes are recorded with Information changes are recorded with 
username, time and IP addressusername, time and IP address
None health provider has the complete None health provider has the complete 
patient informationpatient information
Restricted permissions by site, protocol, Restricted permissions by site, protocol, 
and user typeand user type



CLIS ModulesCLIS Modules
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Drug Dosis Patient ID

HIV Status
HIV OI
HIV SAE

Patient ID
HIV Status
HIV OI
HIV SAE

Patient ID
Demographic Info
Phone contact Info
Home visit Info
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CLIS Users organizationCLIS Users organization
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CLIS Protocol organizationCLIS Protocol organization

Site IDSite ID

Phase ID
Protocol ID
Site ID

Phase ID
Protocol ID
Site ID Protocol ID

Service ID
User ID
Site ID
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Service ID

User ID
Site ID

Protocol ID
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CLIS

Counselor / Nurse

PhlebotomistData Manager

Receptionist Physician

Pharmacist

Sample 
management
Lab result entry
Lab result QA
Lab result print

Sample 
management
Lab result entry
Lab result QA
Lab result print

CRF design
CRF data entry
Data management
Query generation
Dataset generation

CRF design
CRF data entry
Data management
Query generation
Dataset generation

CLIS cycle and integrationCLIS cycle and integration



SITE

PROTOCOL

DATE

PROVIDER
PARTICIPANT – VISIT 
– HOUR / MINUTES

DAY

MISSED
ATTENDED
POSPONED

Calendar toolCalendar tool
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Visits toolVisits tool



Screening logScreening log



ProtocolProtocol status status exportedexported toto excelexcel



CLIS cycle and integrationCLIS cycle and integration

Technology: SQL / ASP Technology: SQL / ASP 
Database: DataDatabase: Data--DB /  StructureDB /  Structure--DBDB
Configured to 300 users, 10 sites in Peru, 1 in Configured to 300 users, 10 sites in Peru, 1 in 
EcuadorEcuador
Patients (~10,000)Patients (~10,000)
Protocols: 24 Protocols: 24 –– active 14 (including subactive 14 (including sub--studies)studies)
Cost implementation without backup & firewallCost implementation without backup & firewall
–– SQL license $300 (educative version)SQL license $300 (educative version)
–– Server $1000Server $1000


