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	Anticonvulsant Endpoints – Interview #2 ( Questions



	#
	Question
	Example

	1
	Several CRF reports compiled information about patient labs and other records (e.g. urinalysis record, AE record, seizure record). Which of these reports should we capture crf data elements from?
	214-annotated-crf

	2
	Several CRF reports compiled information on patient histories (e.g. Medical history, vital signs, blood PK, test article records). Should we be representing data elements from these reports?
	214-annotated-crf

	3
	Does the “Generalized seizure” concept captured from the seizure record crf account for “Primary generalized seizures”?
	214-annotated-crf, pg. 11

	4
	What is the final output of the QOL questionnaire? Should we map individual components or the composite assessment?
	3065-205-16-1-2-crfs pg. 62

	5
	Is CGI assessed from the quality of life in epilepsy questionnaire?
	 

	6
	If we're capturing the seizure date (for occurrence), do we need to specify a time period over which we're adding up seizure occurrences? Is it important to distinguish the time period (e.g. during evaluation period, since last visit) in which a seizure occurred?
	 

	7
	Is information from the seizure diary compiled in the seizure record crf report?
	Seizure Diary, 214-annotated-crf pg. 11


