NINDS COMMON DATA ELEMENT (CDE) 

CHECKLIST FOR EPILEPSY CLINICAL TRIALS


This checklist presents an outline of the case report form (CRF) modules. It can be used to help you and your staff members identify CDEs which appear to be relevant to your clinical trial. Modules are grouped logically as they are likely to be referred to and collected in a clinical trial. Headings followed by a group of modules are denoted with an alphabetic character. If an item or group of items are not relevant to your hypothesis or study design, then you do not need to include them in your study.
NINDS EPILEPSY CDE CHECKLIST

	CRF Module
	Location

(Disease Standards Page Name → Data Standards Domain → Sub-Domain)
	Needed?
	Comments

	Screening Log

	General → Protocol Experience → Participant/Subject Identification, Eligibility, and Enrollment
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	Data to be entered by site

	Inclusion and Exclusion Criteria

	General → Protocol Experience → Participant/Subject Identification, Eligibility, and Enrollment
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	Data to be entered by site

	Informed Consent and Enrollment2
	General → Protocol Experience → Participant/Subject Identification, Eligibility, and Enrollment
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	Data to be entered by site

	Visit Schedule1
	General → Protocol Experience → Study Management
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	Data to be entered by site

	Participant/Subject Characteristics
	N/A
	N/A
	N/A

	Demographics
	Epilepsy → Participant/Subject Characteristics → Demographics
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	Data to be entered by site

	Medical History2
	General → Participant/Subject History and Family History → General Health History
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	Data to be entered by site

	Family History2
	General → Participant/Subject History and Family History → General Health History
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	Data to be entered by site

	Prior and Concomitant Medications (a.k.a., Non Anti Epileptic Medication Log)
	Epilepsy → Treatment/Intervention Data → Drugs
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	Data to be entered by site

	Disease History
	N/A
	N/A
	N/A

	Classification of Seizures
	Epilepsy → Classification → Classification of Seizures
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	Data to be entered by site

	Classification of Etiology
	Epilepsy → Classification → Classification of Etiology
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	Data to be entered by site

	Syndromes by Age of Onset
	Epilepsy → Classification → Syndromes by Age of Onset
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	Data to be entered by site

	Baseline Assessments
	N/A
	N/A
	N/A

	Physical/Neurological Exam
	Epilepsy → Assessments and Examinations → Physical / Neurological Examination
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	Data to be entered by site

	Vital Signs, Weight and Height2
	General → Assessments and Examinations → Vital Signs and Other Body Measures
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	Data to be entered by site

	C.1 Laboratory Tests and Biospecimens/Biomarkers
	N/A
	N/A
	N/A

	Coriell’s Epilepsy Data Elements
	Epilepsy → Assessments and Examinations → Laboratory Tests and Biospecimens/Biomarkers
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	Data to be entered by site

	Laboratory Tests and Tracking2
	General → Assessments and Examinations → Laboratory Tests and Biospecimens/Biomarkers
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	Data to be entered by site

	C.2 Imaging/Non-Imaging Diagnostics
	N/A
	N/A
	N/A

	Imaging Diagnostics – MRI
	Epilepsy → Assessments and Examinations → Imaging Diagnostics
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	Data to be entered by site

	Imaging Diagnostics – fMRI
	Epilepsy → Assessments and Examinations → Imaging Diagnostics
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	Data to be entered by site

	Imaging Diagnostics – MEG
	Epilepsy → Assessments and Examinations → Imaging Diagnostics
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	Data to be entered by site

	Imaging Diagnostics – Ictal SPECT Localization
	Epilepsy → Assessments and Examinations → Imaging Diagnostics
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	Data to be entered by site

	Imaging Diagnostics - PET localization
	Epilepsy → Assessments and Examinations → Imaging Diagnostics
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	Data to be entered by site

	Scalp EEG
	Epilepsy → Assessments and Examinations → Non-Imaging Diagnostics
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	Data to be entered by site

	ECG2
	General → Assessments and Examinations → Non-Imaging Diagnostics
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	Data to be entered by site

	C.3 Recommended Comorbidity Assessments
	N/A
	N/A
	N/A

	Recommended Cognitive Instruments
	Epilepsy → Assessments and Examinations → Comorbidities
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	Data to be entered by site

	Recommended Psychiatric Instruments
	Epilepsy → Assessments and Examinations → Comorbidities
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	Data to be entered by site

	Recommended Migraine Instruments
	Epilepsy → Assessments and Examinations → Comorbidities
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	Data to be entered by site

	Recommended Neuropsychological Instruments – Adult
	Epilepsy → Assessments and Examinations → Neuropsychological Testing
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	Data to be entered by site

	Recommended Neuropsychological Instruments – Pediatric
	Epilepsy → Assessments and Examinations → Neuropsychological Testing
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	Data to be entered by site

	[Randomization/ Treatment assignment]
	Data to be entered by site
	Data to be entered by site
	Data to be entered by site

	Treatment Interventions
	N/A
	N/A
	N/A

	Anti-Epileptic Drug (AED) Log
	Epilepsy → Treatment/Intervention Data → Drugs
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	Data to be entered by site

	AED Resistance Log
	Epilepsy → Treatment/Intervention Data → Drugs
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	Data to be entered by site

	Plasma Concentration for AEDs
	Epilepsy → Treatment/Intervention Data → Drugs
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	Data to be entered by site

	Study Drug Dosing2
	General → Treatment/Intervention Data → Drugs
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	Data to be entered by site

	Study Drug Compliance2
	General → Treatment/Intervention Data→ Drugs
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	Data to be entered by site

	Prior and Concomitant Medications (a.k.a., Non Anti Epileptic Medication Log)
	Epilepsy → Treatment/Intervention Data → Drugs
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	Data to be entered by site

	Implanted Devices Log
	Epilepsy → Treatment/Intervention Data → Devices
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	Data to be entered by site

	Devices Log
	Epilepsy → Treatment/Intervention Data → Devices
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	Data to be entered by site

	Device Revision/Replacement Log
	Epilepsy → Treatment/Intervention Data → Devices
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	Data to be entered by site

	Surgery and Pathology
	Epilepsy → Treatment/Intervention Data → Surgeries
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	Data to be entered by site

	Follow-up
	N/A
	N/A
	N/A

	E.1 Adverse Events
	N/A
	N/A
	N/A

	Adverse Events Tracking Log
	Epilepsy → Safety Data → Adverse Events
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	Data to be entered by site

	Recommended Adverse Event Reporting Instruments
	Epilepsy → Safety Data → Adverse Events
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	Data to be entered by site

	Serious Adverse Events2
	General → Safety Data → Adverse Events
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	Data to be entered by site

	E.2 Outcomes and Endpoints
	N/A
	N/A
	N/A

	Seizure Diary
	Epilepsy → Outcome and Endpoints → Seizure Frequency
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	Data to be entered by site

	Recommended Quality of Life Instruments - Adult
	Epilepsy → Outcome and Endpoints → Quality of Life
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	Data to be entered by site

	Recommended Quality of Life Instruments - Pediatric
	Epilepsy → Outcome and Endpoints → Quality of Life
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	Data to be entered by site

	Study Discontinuation/ Completion2
	General → Protocol Experience → Off Treatment /Off Study
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	Data to be entered by site

	E.3 Other
	Data to be entered by site
	Data to be entered by site
	Data to be entered by site

	[Repeat appropriate assessments under C.]
	Data to be entered by site
	Data to be entered by site
	Data to be entered by site

	Protocol Deviations1
	General → Protocol Experience → Protocol Deviations
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
	Data to be entered by site


�Administrative forms relevant to most, if not all clinical trials


�Are part of the General CDEs 
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