Response to ‘Draft Guidance for Industry: Part 11, Electronic Records, Electronic Signatures – Scope and Application’

Submitted by the Electronic Data Management Forum (www.edmforum.com)

To the FDA,

The Electronic Data Management Forum (EDM Forum) is a transatlantic, non-profit, technology independent group designed to serve those members of the pharmaceutical and allied industries who are or will be involved in electronic data capture and related initiatives.  The EDM Forum is composed of 24 Pharmaceutical companies and 18 associated allied companies already working with Electronic Data Capture (EDC).

One of the forum’s ongoing initiatives has been exploring the use of electronic source data (eSource) in the clinical setting.  The EDM Forum believes that the continued development of electronic technology for the capture of patient data not only improves the quality of the data but also improves its legibility, accuracy, originality and attributability.  The functionality and processes associated with EDC can objectively monitor patient safety and detect potential data fraud.

The EDM Forum has developed a position paper regarding e-source.  The attached position paper represents the general consensus of the EDM Forum rather than individual organisations.  We submit this as a response to ‘Draft Guidance for Industry: Part 11, Electronic Records, Electronic Signatures – Scope and Application’ in the expectation that the clarification of electronic source data would strongly support adoption of electronic technologies and reduce the cost of current EDC implementations. 

 We feel that e-source can be introduced into the clinical trial setting and meet the criteria of 21 CRF Part 11. We appreciate your consideration of our position and stand ready to respond to any questions.

Respectfully submitted on behalf of the EDM Forum.

Tim Davis

eSource Focus Group Leader

EDM Forum

