Manual for the Completion of caBIG® Case Report Form (CRF) Modules
Introduction
In 2006, members of the Cancer Biomedical Informatics Grid or caBIG® in conjunction with the National Cancer Institute’s Center for Biomedical Informatics and Information Technology (NCI CBIIT) initiated a Case Report Form (CRF) harmonization activity.  CRFs submitted from the community were reviewed and inventoried.  The Harmonization group then reviewed all questions on the CRF and partitioned them into three categories:

· Mandatory – must be included when this data is collected for reporting

· Conditional – there are business rules to indicate situations under which this element should be used on a CRF

· Optional – no requirement for inclusion of this element on the CRF; if the design and scientific questions posed in the study dictate the need to collect this type of data, this is the element to include on the CRF
A template form with modules that contain questions or variables representing data to be collected was developed.  The companion eCRF instruction manual is a set of directions to guide data collection in each module template.  Specific implementation instructions are not present; various groups may wish to implement the contents of a module in a variety of software applications.
The instructions include the field name, description or definition of each field, and any special formatting notes that apply to entries – such as the inclusion of full dates, use of values from a choice list only, etc.

Finally, each question (or data item) is noted as Mandatory (m), Conditional (c), or Optional (o).
Screening CRF - Module Definition
The protocol document contains a section in which the eligibility criteria is clearly stated.

This eligibility criteria takes the form of a list of questions that will enable the individual performing the screening to determine whether the candidate ‘qualifies’ for the clinical trial.  The answer to some questions may require lab tests and other procedures which could take several days.
The purpose of this screening is to enable the researcher to select patients who have similar characteristics, thereby ensuring that the results of the clinical trial will be due to what is under study and not other factors.   Eligibility criteria may also help ensure that people who could be made worse by participating in the study are not exposed to that risk.

The (eligibility) screening checklist, containing inclusion and exclusion criteria, is used to facilitate the screening process.  The responses to each question may be captured in a registration application, but the actual responses (yes/no) are not used in the final clinical trial analysis.   When the information will be used in analysis, that informaiton should be captured in the appropriate CRF module.  For instance, if only patients with a WBC (leukocytes) > 3,000/uL may be entered onto the trial and you will be comparing WBC over the course of the trial, you should collect the WBC on a Lab CRF that documents this lab test result and when it was performed (e.g. a date prior to registration on the study would indicate that this lab test was performed as part of the screening process).
In most cases, patient data is not collected on a clinical trial unless the patient passes the eligibility screening and is then registered on the trial.  Information related to what screening criteria was not met (screen failures) may not be needed. However, on some studies, it is important to collect information about ‘screen failures’ as this may help in evaluating the screening criteria itself.  This information can then be used to identify issues with overly restrictive eligibility criteria that may lead to low accrual, or may identify new opportunities for clinical trials.  This Screening CRF module provides the ability to capture the reasons for screen failures.
Field Descriptions and Instructions: Screening CRF Module Data Elements
	Field Name/Status
	Description/Instructions
	Format
	CDE Public ID

	Does the participant meet all screening criteria? (M)
	Select the response that signifies whether the patient did / did not satisfy all of the eligibility screening criteria
	Choice list
	2960675v1.0

	If not, which screening criteria not met? (M)
	Enter information to indicate which specific screening criteria questions resulted in the screen failure.  The recommended format is to list the question number and identify it as an inclusion or exclusion item (e.g. E1 or I6).  If more than one question applies, separate entries with a comma.
	Free text (200 char)
	2960860v1.0

	Screening Checklist Version Date (O)
	Provide the effective date of the approved checklist used to perform the eligibility screening.  This date must be provided if a screen question is referenced above and there is any chance that more than 1 version of the checklist may exist over the course of the clinical trial, making the question reference (e.g. E1) unusable.
	Date
	2960683v1.0

	Screening Completion Date (O)
	Date on which the evaluation of the eligibility criteria is completed.
	Date
	2184691v1.0


NCI Screening CRF Module Template
Mandatory Questions
Does the participant meet all screening criteria?
Valid Values:


Yes


No
[CDE Public ID and Version 2960675v1.0:  The yes or no response that indicates whether the participant satisfies all of the screening criteria.]
Optional Questions
If not, which screening criteria not met?
Text Field - Maximum length = 200
[CDE Public ID and Version 2960860v1.0:  The free text description of the specific criteria that were not met from the eligibility checklist.]
Screening Checklist Version Date
[CDE Public ID and Version 2960683v1.0:  The date of the version of the Eligibility Checklist that was used in determining eligibility.]
Screen Completion Date
Display Format = DD/MON/YYYY
[CDE Public ID and Version 2184691v1.0:  Date of an evaluation or assessment of an individual's eligibility to enter a clinical trial.]
End of Screening module
