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• What is going on with my trial? 

• Where can I get information? 

• How can this work from so far away? 



Abbreviations 

– CDMS Clinical Data Management System 

– CRFs  Case Report Forms 

– CTMS Clinical Trial Management System 

– EDC  Electronic Data Capture 

– ePRO  Electronic Patient Reported Outcomes 

– ERP  Enterprise Resource Planning 

– IVRS  Interactive Voice Response System 

– IWRS  Interactive Web Response System 

– KPIs  Key Performance Indicators 

– SAEs  Serious Adverse Events 

 



Where Am I? 

Nottingham, UK 

Tokyo, Japan 



What Are We Doing? 

Tokyo, Japan



What is everyone else doing? 

Nottingham, 
UK

DM
IVRS

EDC

Report 
WritingeMail



Worldwide:  What is Going On? 
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What Data Are We Collecting? 

Data Collection  

• CRF 

• EDC 

• IVRS 

• IWRS 

• ePRO 

• Laboratory Data 

• Drug Safety Information 

• Tracking Systems 

• Monitoring Visit Reports 

• Study milestones & payment 
points 

• ERP 

Data Storage 

• CDMS 

• Randomisation 

• Drug Supply Management 

• Safety Database 

• CTMS 

• Portfolio Repository 

• ERP 



Who Needs to Know?  And How? 

• Project Manager 

• Team 

• Line Managers 

• Sponsors and Investors 

• Investigators and Sites 

• Collaborators 

• Regulators 

• Ask, ask, ask 

• Micro manage 

• Interrupt 

• Email 

• Overnight messages 

• Late night and early morning 

calls 

• Run around 

• Have someone run reports 

• Print 

• Ask, ask, ask 

 



Are There Better Ways? 



Question 1 

• Where is your data?

DM

IVRS / 

IWRS

CTMS

DRUG 

SAFETY

ERP

SITES

CRFs

STUDY
DRUG

ADMIN
INFO

SAE



Data in a Single Movement 

 

 CTMS collects site detail during start-up, enables site activities in 

other systems 

 

 IVRS collects enrolment and randomisation data, enables Data 

Management system to start 

 

 IVRS triggers drug management and supply ordering 

 

 DM system uses CTMS and IVRS data and enables  

      EDC entry of CRF data 

 

 Adverse Events feed across to safety database for  

      reconciliation and regulatory processing 

 

 Combined information available to users 

Consider the scenario: 

CTMS

IVRS

IVRS

DM

SAFETY



So, what is available? 

• Integrated tracking from feasibility to study start-up, through enrolment and patient 

management to final report 

• Study data, tracking information and ongoing study metrics – analyse plan vs. actual 

progress 

– Enrolment 

– Patient visits achieved 

– Data Entered 

– Query status relative to study milestones 

– “Top 10” queries vs. data  - feedback loop to monitors and sites 

– Real study data (dirty) 

– Risk management 

• Portfolio data 

– Business view 

– Metrics 

– KPIs 

– Risk management 

 

 



Integrated Data...Integrated Information 

Project Dash

• Web interface

• Ease of Access

• Export reports

• Download data

• Complete transparency

• Progress

• Target vs Actual



Integrated Data...Integrated Information 

Project Dash

CTMS CTMS/EDCIVRS EDC EDC



Recruitment vs. Plan 
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Recruitment Vs Plan – By Country 
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Recruitment vs. CRFs vs. Queries 

Queries relative to recruitment: By Country

Country First Patient Latest Patient
Patients 

Recruited
CRFs in-house Queries issued

Queries 

Outstanding

Austria 05-May-2010 04-Jan-2011 12 8 67 45

Belgium 11-May-2010 28-Dec-2010 32 22 183 73

Canada 03-Apr-2010 03-Jan-2011 55 43 425 168

Denmark 08-May-2010 04-Jan-2011 23 20 175 65

Estonia 23-Jul-2010 30-Dec-2010 16 9 85 35

France 30-May-2010 14-Dec-2010 56 23 245 98

Germany 01-Jun-2010 17-Dec-2010 43 32 255 101

Hungary 03-May-2010 04-Jan-2011 34 26 221 168

Italy 05-Aug-2010 19-Dec-2010 3 2 23 13

Japan 01-May-2010 06-Jan-2011 47 38 380 151

Tracking/CTMS/EDC Tracking EDC



Recruitment vs. CRFs vs. Queries - Drilldown 

Queries relative to recruitment: Austria

Site 

number 
First Patient Latest Patient

Patients 

Recruited
CRFs in-house Queries issued

Queries 

Outstanding

3401 05-May-2010 03-Jan-2011 2 1 8 0

3402 08-Nov-2010 04-Jan-2011 2 1 7 4

3403 17-Oct-2010 19-Aug-2010 2 2 18 18

3404 20-Aug-2010 01-Jan-2011 3 2 12 5

3405 23-Sep-2010 23-Sep-2010 1 1 10 6

3406 05-Jul-2010 19-Dec-2010 2 1 12 12



What have we achieved? 

• Ask, ask, ask

• Micro manage

• Interrupt

• Email

• Overnight messages

• Late night and early morning calls

• Run around

• Have someone run reports

• Print

• Ask, ask, ask

• Notification and alerts

• Monitor progress

• Leave others to there work

• Email

• Shared areas

• Planned discussion

• Sit down

• Read

• See online

• Look, look, look

Reactive Proactive



Enabled but with some constraints 

• Data is “live” – we can manage in real time 

 

• I can see this from anywhere (from Tokyo to Nottingham and beyond) 

 

• Study data will be in the process of being cleaned ....  

– So bear with us while we clean it 

 

• Data is only as good as what is entered ....  

– So set mission of the entry to be up to date (but expect some lag) 

– Be aware that each entry integrates with other data 

 

 Proactively manage with data, not by micro-managing people 



What if distributed systems? 

• 3rd party EDC system hosted externally 

• ePRO 

• Project Registry 

• IVRS / IWRS 

• Drug Safety database in another system 

 

 



Yes!! 

• Master Data Administration 

– Understand where the master record is created and managed 

– Maintain data naming conventions 

• What do you call “site”? 

 

• Extract, Transform and Load 

 

• Data aggregation 

 

• Data repository 

 

• Dashboard and reports 

 



ERP

Aggregation / 

Repository

Internal 

Dashboard & 

Reports

Sponsor 

Dashboard & Reports

DM
IVRS / 

IWRS

CTMS

SAFETY

EXTERNAL

SOURCES

SPONSOR

SYS

Question 2 

• Where is your data? 

 

 



What have we done? 

• Moved the data from far away to be right at your fingertips

• Enabled you to manage from a distance

• Set you free to direct from a distance and have trust in what we deliver



Medically and Scientifically Driven Clinical Research 

Graham.Downing@wwctrials.com 

www.wwctrials.com 


