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	Wednesday May 22, 2013
	11am-12pm Eastern
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	STUDY DESIGN TESTING 

	Discussion Points
	· Demo of new xForm features and updates
 Study Characteristics:

- extensive modification of the study characteristics section to support the different data formats besides simple text, such as code sets, integers and dates. 

- further modification to study characteristics to support locally defined code sets

- addition of 2 locally defined code sets ("Medical Problems" and "Pharmacological Class") to support study characteristics.

- removed unnecessary study characteristics (information already available in other parts of the study design document)

 

Stylesheet:

- update to support the unstructured section and the updates to the study characteristics section

 

Study Substance Administration:

- modified "Frequency", "Route" and "Dose" in order to make them optional data elements

- added a button to allow users to display these data fields if needed and populate the data

- place an "X" icon next to these data elements to allow removal if desired.

 

Study Element:

- made checkpoint rules optional by not displaying an empty rule by default.

- user must now click on the "Add Checkpoint" button to add a checkpoint rule

 

Study Cell:

- modified to allow 2 checkpoint rules  for elements and visit assignments

 

Unstructured Section:

- added one section: "6. Selection and Withdrawal of Subjects"

 

General:

- more comprehensive validation check for file names

- comprehensive validation for required, date and integer fields

- minor visual and user interface enhancements

 

Internals:

- file used for internal storage of code sets was split into two separate files for locally and centrally defined code sets to better manage future updates.

	
	· User Guide is now available
· Will be included in zip file to be loaded on FDA’s Study Design Standard Webpage. 

	
	· For those who have already entered codesets, there is a separate set of instructions for importing these into the updated xForm
· These instructions will be included in the zip file to be loaded on FDA’s study Design Standard webpage. 

	
	· New xForm will be available on the FDA website: http://www.fda.gov/ForIndustry/DataStandards/StudyDataStandards/ucm195130.htm
· Plan to post by end of day, Friday May 24, 2013. 

· Crystal will send email notification

	
	· Testing Dates will be extended two weeks into June to June 14th. 


	Action Steps
	Responsible Party
	Description

	
	Crystal
	· Send email with testing materials when they’re ready


	Next Meeting Date:
	June 5, 2013
	
	Time:
	11 am – 12 pm
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