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Discussion 

· Patient narratives and Form 1572
· How are these documents produced on the industry side?

· Are there any volunteers to test patient narrative and Form 1572

· Diane and Bill will work on identifying people within their organization who would be able to participate on testing patient narratives and Form 1572.

· Diane shared that historically patient narratives are in paper form, however GSK is trying to automate this.

· What is included in patient narratives?  

· Text block but probably can include patient data.

· Testing

· FDA reviewers will be involved with testing as long as their particular Center(s) is interested in developing this standard.

· Bill stated that we should test the functionality and not doing it for a technical exercise. We need to improve the functionality.
· It was suggested for the 1572 use the Firebird data model for planning structure of the data. Armando indicated that Firebird was built as a central repository and not intended to exchange data. However, he suggested that the Firebird prototype be reviewed to see what data are being captured.
· Need to think about whether we want to provide CV structure.

· What is testing timeframe?

· FDA could probably put this together in a few months.

· Jay indicated that the stylesheet production is FDA responsibility. The text block will be the foundation.

· What information do we need to try to exchange?

· FDA is surveying the review Division on what is needed.

· Need to test a set and determine how easy it is to add additional data elements. Armando volunteered to collect the data elements that should be tested.
· It was suggested that the group identify best practice on how to group activities for re-usability in order to minimize data entry.

· The XForm will not be used in production. The purpose of the Xform is to help better understand the relationship of the data elements to be exchanged.
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