Manual for the Completion of caBIG™ Case Report Form (CRF) Modules
Introduction
In 2006, members of the Cancer Biomedical Informatics Grid or caBIGTM 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).
NCI Standard Header Module Template Instructions
The CTMS WS Header module workgroup was tasked with determining the common data elements (CDEs) that should be included in all headers for Case Report Forms (CRFs).   Some participant and study data collection elements are common to all trials and the repetition of this information on the CRFs helps ensure that the assignment or retrieval of any given data is correct.   The Header module group worked under the premise that any header CDEs should also be included in other modules within the CRF and therefore no new information should need to be input and all header CDEs will be display-only.    Working from a list of over 1100 possible header elements it was determined that the information absolutely required for all CRFs came down to 2 CDEs.   Because of the scope of potential clinical trials, most elements were determined to be important but optional.
Field Descriptions and Instructions
	Field Name
	Description/Instructions
	Conditionality Rules
	Format

	Study Identifier (m)
	Enter the numeric or alphanumeric identification assigned to the study.
	
	Free Text

	Study Participant Identifier (m)
	Enter the unique numeric or alphanumeric identification assigned to a participant in a study.
	
	Free Text

	Registering Institution Code (c) 
	Enter the code that uniquely identifies the institution where the participant is registered in a clinical trial.
	If the Sponsoring organization requests this information for Regulatory reporting, then it MUST be included on the CRF.
	Free Text

	Participant Initials (o)
	Enter the initial letters of the first, middle, and last names of the patient or participant registered on the clinical trial.
	
	Free Text

	Participant Local Identifier (o)
	Enter the unique numeric or alphanumeric designation assigned by a healthcare facility used to link to the participant's medical record.
	
	Free Text

	Course # (o)
	Enter the numeric value assigned to identify a period of protocol activity; a course is comprised of multiple cycles of protocol-dictated activities.
	
	Free Text

	Treating Institution (o)
	Enter the code that uniquely identifies the organization providing treatment for a person or study subject.
	
	Free Text

	Intergroup  Participant Identifier (o)
	Enter the numeric sequent used to uniquely identify an individual participating in an intergroup clinical protocol.
	
	Free Text


NCI Standard Header Module Template
Mandatory Questions
Study Identifier
Text Field – Maximum length = 12
[CDE Public ID and Version 2746459v1.0:  The numeric or alphanumeric identification assigned to the study.]
Study Participant Identifier
Text Field – Maximum length = 10
[CDE Public ID and Version 2003301v3.0:  The unique numeric or alphanumeric identification assigned to a participant in a study.]
Conditional Questions
Registering Institution Code
Text Field – Maximum length = 10
[CDE Public ID and Version 2003307v4.0:  Code that uniquely identifies the institution where the research participant was registered in a clinical trial.]
Optional Questions
Participant Initials
Text Field – Maximum length = 4
[CDE Public ID and Version 2001039v4.0:  The initial letters of the first, middle, and last names of the patient or participant registered on the clinical trial.]
Participant Local Identifier
Text Field – Maximum length = 10
[CDE Public ID and Version 2746468v1.0:  The unique numeric or alphanumeric designation assigned by a healthcare facility used to link to the participant's medical record.]
Course #
Text Field – Maximum length = 3
[CDE Public ID and Version 2732184v1.0:  Numeric value assigned to identify a period of protocol activity; a course is comprised of multiple cycles of protocol-dictated activities.]
Treating Institution
Text Field – Maximum length = 10
[CDE Public ID and Version 2481533v1.0:  Code that uniquely identities the organization providing treatment for a person or study subject.   This CDE is not yet associated/included in a current module.]
Intergroup Participant Identifier
Text Field – Maximum length = 20
[CDE Public ID and Version 2465308v1.0:  a numeric sequent used to uniquely identify an individual participating in an intergroup clinical protocol.]
End of Header Module
