
The PSDM group of the Biometrics Section (BMS) of the Netherlands
Society for Statistics and Operations Research (VVS/OR) and the

International Network of Clinical Data Management Associations
(INCDMA) 

cordially invite you to participate in

eSource data transcription and EDC integration:

Regulatory Perspectives and implementation lessons learned

SESSION 1: Tuesday, 18 March 2014 at 07:30 hrs GMT
Event type: WEBINAR (registration details will follow)
Duration: 1 hour
Price: Free*

SESSION 2: Tuesday, 18 March 2014 at 14:00 hrs GMT
Event type: WEBINAR (registration details will follow)
Duration: 1 hour
Price: Free*

* Please do consider that telephone costs may apply, a list 
of toll-free 
   numbers will be provided

Summary

eSource data transcription and integration of eSource and EDC continue to provide a lot
of challenges on the practical, ethical and procedural aspects encountered in 
implementing compliant solutions. Please join our panellists in discussing these highly 
interesting and relevant topics that are going to play a major role in the future of the 
Data Management landscape.

Panelists (preliminary list)

• David Quarm, Solutions Architect, Medidata Solutions, United Kingdom
• Michel Arnoult, Consultant at Arnoult.org, France
• Begona Gonzalez, Associate Consultant Process & Technology, Eli Lilly, Spain
• Yiannis Karageorgos, Senior Protocol Data Manager, Bristol Myers Squibb, 

Belgium
• Martijn Oostendorp, Senior Data Manager, Julius Clinical, The Netherlands (PSDM 

session host)

PSDM (http://psdm.nl/) is a member group of EFSPI, the European Federation of Statisticians in the Pharmaceutical Industry 
(www.efspi.org), of the NvFW, the Dutch society for academic and industrial scientists who work on the design, the development
and the use of medicines (www.nvfw.  nl) and a member group of the International Network for Clinical Data Management 
Associations (INCDMA).
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eSource data transcription and EDC integration:
Regulatory Perspectives and implementation 
lessons learned

Since the CSUCI FDA guidance of mid-2007, all major Regulatory Agencies and 
the QA community in general, have probably spent hundreds of hours in 
discussing and elaborating guidance documents, reflection papers, presentations 
and fostering creative thinking on the monitoring or auditing of electronic Source 
(where available) and electronic Case Report Forms (eCRF); the culminating 
points thereof being the EMA GCP Inspectors Working Group final Reflection 
paper on expectations for electronic source data and data transcribed to 
electronic data collection tools in clinical trials (August 2010) and the 
(long-awaited) final FDA Guidance on  Electronic Source Data in  Clinical 
Investigations (September 2013). 

A series of inspections and their subsequent findings on Hosting of eCRFs and 
eSource increased the level of awareness when it comes to regulatory scrutiny of 
Sponsor control of electronic source. The EMA GCP Inspectors’ working group 
stood out by making the industry aware of their unambiguous interpretation of 
ICH-GCP §8.3.13 (Source Documents): all data held by the sponsor and has been
generated in clinical trial should be verifiable to a copy not held (or that has not 
been held) by a sponsor. In the Summer of 2013, in a series of interactions, the 
EMA GCP IWG formally acknowledged that the eCRF hosting scenarios which they 
had the opportunity to inspect were not compliant with GCP. Noteworthy 
observations along those lines by the Inspectors were:

• There is no difference when it comes to the interpretation of requirements 
between Source Data and Transcribed data. In fact, the eCRF becomes a 
source document for data entered directly into it.

• It is essential that the principal investigator (PI) maintains an independent 
(i.e. out of the sponsor’s control), contemporaneous copy of the CRF for which
he has exclusive control. This could be at the PI site, although it could also be 
maintained at an independent site/vendor when assuring the investigator’s 
continuous access.

• “Independence from Sponsor control” is meaningful and proven when the site 
is primarily responsible for maintaining electronic source, without interference 
or guidance by a Sponsor or the Sponsor CRO.

• All current models presented by Industry representatives did not fulfill (and 
have never fulfilled) the minimal regulatory requirements - and mitigating 
actions by Sponsors are already overdue.

Several Sponsors and CROs have Corrective and Preventive Action Plans 
underway, but the controversy around this newly identified yet long-standing 
non-compliance can explain the relative caution that companies demonstrate in 
sharing information publicly. That said, it would be beneficial to all involved (and 
Data Managers in particular) to have an understanding of the practical, ethical 
and procedural challenges encountered in implementing compliant solutions - and
sharing initial lessons learned.
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Please then let’s use the opportunity of a joint PSDM/INCDMA first webinar for 
2014 to bring together expertise and share our initial concerns, questions and 
own experiences on this enormous Clinical Research challenge, which primarily 
impacts data acquisition and monitoring.

References:

1) Food and Drug Administration; Guidance for Industry: Electronic Source Data 
in  Clinical Investigations; Final Guidance September 2013
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInforma
tion/Guidances/UCM328691.pdf

2) European Medicines Agency; Reflection paper on expectations for electronic 
source data and data transcribed to electronic data collection tools in clinical 
trials; final guidance 01-August-2010
http://www.ema.europa.eu/docs/en_GB/document_library/Regulatory_and_pr
ocedural_guideline/2010/08/WC500095754.pdf

3) FDA Webinar: Final GFI: Electronic Source Data In Clinical Investigations 
(Procedural) - January 29, 2014
http://www.fda.gov/Training/GuidanceWebinars/ucm382198.htm 

NOTE: Registration will be possible from 18 February 2014 onwards. Details will follow in the second

announcement.
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