Dear EMMES (I need a person’s name here),

After a careful review of CCB #9, and specifically modifications proposed for CHARTSF related CDEs, we created a final list of changes. This list can be found in the attached XLS file.

Please note that we come up with our final modifications after a careful analysis of the CHARTSF form and instructions. We included in our analysis the information and recommendations developed by Clinical Data Interchange Standards Consortium (CDISC). We also reviewed Geoff Manley’s data, specifically how he defined permissible values for CHARTSF.

As a result, for CHARTSF CDEs we recommend using permissible values, permissible value descriptions and min/max values as they defined by CDISC and the lead TBI experts. This is also the way how Geoff Manley used CHARTSF.

For your information, we attached the guide on how to use CHARTSF developed by TBI Standards Team and CDISC Questionnaire Sub-team to this email.

We would also recommend that you review guidelines provided by CDISC, specifically Questionnaire documentation, and follow these guidelines in the future when create new form structures and new data elements.

A link to the CDISC portal – http://cdiscportal.digitalinfuzion.com/_layouts/viewlsts.aspx
A link to the Questionnaire Documentation on the CDISC portal http://cdiscportal.digitalinfuzion.com/Questionnaire%20Documentation/Forms/AllItems.aspx?RootFolder=%2FQuestionnaire%20Documentation&)

CHARTSF

The list of proposed modifications for CHARTSF can be found in the attached XLS file. 

The final modifications are listed for each CDE in the corresponding “Final action after review:” rows.

With Best Regards,

