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 – A data collection variable that must be on the CRF (e.g., a regulatory requirement (if applicable)).

· Conditional – A data collection variable that must be collected on the CRF for specific cases  that may be dictated by local or sponsor defined business rules. 

· Optional – A data collection variable that is available for use if needed .  There is no regulatory or business 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

· Non-harmonized - A data collection variable that is, by consensus, to primarily belong to a different CRF module or is not belonging to any defined module.

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).

(Cancer) Stage – Module Definition
Cancer staging is the process of performing exams and tests to learn the extent of the cancer within the body, especially whether the disease has spread from the original site to other parts of the body.    During this process, data is used which is collected in a variety of other CRF modules based on the type of information:

· Physical exam & patient history
· Laboratory tests

· Imaging procedures

· Pathology and surgical reports 
(including lesion measurements, status of lymph nodes, histopathology and other AJCC specified ‘measures’)
Using the results of these exams and tests performed at diagnosis, the stage of a cancer can be determined.  Stage describes the extent or severity of an individual’s cancer (using a staging system such as TNM) and the classification of the state of the disease based on experience with similar cancers (stage group).  Stage is one of the determinations used in planning the best treatment for a patient.  Staging also provides a common language with which doctors can communicate about a patient’s case.     
Commonly used Stage Grouping systems vary by type of cancer.  While some systems are older and not used frequently, this module provides for any used in cancer clinical trials for the foreseeable future.  

 

Field Descriptions and Instructions

Staging Module Data Elements
	Field Name/Status
	Description/Instructions
	Format

	Date of Staging (M)
	Date on which the Stage of Disease was determined (Date current staging assessment was completed)

	Date



	Staging Time Point (O)
	The interval within the study timeframe when staging is performed.  

	Choice list

	Clinical T-Stage (C)
	Extent of the primary tumor based on evidence obtained from a clinical assessment (physical exam, imaging, etc).  
Not used for Hematologic cancers.

	Character; list of values
Code based on the AJCC staging system and specific to cancer diagnosis.

	Clinical N Stage (C)
	Extent of nodal involvement based on evidence obtained from a clinical assessment. 
Not used for Hematologic cancers.

	Character; list of values
Code based on the AJCC staging system and specific to cancer diagnosis.

	Clinical M Stage (C) 
	Indicator to specify the presence or absence of distant metastases based on evidence obtained from a clinical assessment.
Not used for Hematologic cancers.


	Character; list of values
Code based on the AJCC staging system and specific to cancer diagnosis.

	Pathologic T-Stage (C) 
	Extent of primary tumor based on evidence obtained from pathological examination of a resected specimen of the primary tumor or biopsy adequate to evaluate.
Not used for Hematologic cancers.


	Character; list of values
Code based on the AJCC staging system and specific to the cancer diagnosis

	Pathologic N Stage (C) 
	Extent of nodal involvement based on evidence obtained from removal of the regional lymph nodes adequate to validate the absence of regional node metastasis and sufficient to evaluate the highest category.
Not used for Hematologic cancers.


	Character; list of values
Code based on the AJCC staging system and specific to the cancer diagnosis


	Field Name/Status
	Description/Instructions
	Format

	Pathologic M-Stage (C)
	Indicator to specify the presence or absence of distant metastasis based on evidence of tumor in microscopic examination of distant lesions.
Not used for Hematologic cancers.


	Character; list of values
Code based on the AJCC staging system and specific to the cancer diagnosis

	AJCC Stage Grouping  (C)
	Code to group patients with similar extent of disease 

	Character; list of values
Code based on the AJCC Staging Criteria 



	Ann Arbor Stage (C)
	Code to signify the extent of disease based on the Ann Arbor Staging criteria.   Used primarily for Lymphomas.

	Character; list of values


	Cotswold Modified Ann Arbor Stage (C)
	Code to signify the extent of disease based on the Cotswold version of the Ann Arbor Staging criteria.  Used primarily for Hodgkin Lymphoma. 


	Character; list of values


	Durie-Salmon Stage (C)
	Code used to group patients with similar extent of disease based on the Durie-Salmon Staging criteria.   Used primarily for Myeloma and lymphoid neoplasms.


	Character; list of values


	ISS (International Staging System) Stage (C)
	Code used to group patients with similar extent of disease based on the ISS.   Used as dictated by study sponsor, primarily for Myeloma. 

	Character; list of values


	RAI Stage Classification (C)
	Code used to group patients with similar extent of disease based on the RAI staging classification.  Used primarily for Chronic Lymphocytic Lymphoma (CLL).

	Character; list of values


	Binet Stage (C)

	Code used to group patients with similar extent of disease based on the Binet Staging system.  Primarily used for CLL. (alternative to RAI)

	Character; list of values


	FIGO Stage (C)
	Code used to group patients with similar extent of disease based on the FIGO staging system.  Primarily used for Gynecologic tumor stage grouping,

	Character; list of values



	Field Name/Status
	Description/Instructions
	Format

	Jewett Stage ©
	Code used to group patients with similar extent of disease based on the Jewett staging system.  Used in Prostate studies.

	Character; list of values


	St. Jude Lymphoma Stage (C)
	Code to group patients with similar extent of disease based on the St. Jude’s Lymphoma staging system. Used for studies of Lymphoid Cancer in children.


	Character; list of values

	CML Phase (C)
	Identifier used to establish phase of disease in CML patients.


	Character; list of values


	B-symptoms (C)
	Indicator to specify whether Lymphoma B-Symptoms are present and documented in a patient’s medical record.  Supporting information may be collected elsewhere.

Required if using Ann Arbor staging.  May collect information elsewhere on the specific conditions that are known as B-symptoms.
	Character; list of values


NCI Stage/Extent of Disease Module Template

Mandatory Questions

Date of Staging

CDE: 62739 Date Current Staging Assessment Completed

Conditional Questions

Clinical T-Stage
CDE: 116   Extent of the primary tumor determined based on evidence obtained from clinical assessment parameters.  Based on AJCC staging criteria, this is a disease-specific set of values.
Clinical N-Stage
CDE: 87   Extent of nodal involvement as determined based on evidence obtained from clinical assessment parameters.  Based on AJCC staging criteria, this is a disease-specific set of values.
Clinical M-Stage
CDE: 115   Absence or Presence of distant metastases based on evidence obtained from clinical assessment parameters.  Based on AJCC staging criteria, this is a disease-specific set of values.
Pathologic T-Stage
CDE: 2370   Extent of the primary tumor determined based on evidence obtained from pathological examination of a resected specimen of the primary tumor or biopsy adequate to evaluate the highest category.  Based on AJCC staging criteria, this is a disease-specific set of values.
 
Pathologic N-Stage
CDE: 2372   Extent of nodal involvement as determined based on evidence obtained from removal of the regional lymph nodes adequate to validate the absence of regional lymph node metastasis and sufficient to evaluate the highest category.  Based on AJCC staging criteria, this is a disease-specific set of values.

Pathologic M-Stage

CDE: 2373   Absence or Presence of distant metastases based on evidence of tumor in microscopic examination of distant lesions.  Based on AJCC staging criteria, this is a disease-specific set of values
Disease Stage 
CDE:  2008265   Code to signify the extent of a disease, especially whether the disease has spread from the original site to other parts of the body.  Based on AJCC Stage Grouping.
(Lymphoma) Ann Arbor (Staging System) Stage 
CDE:  2902417 Classification of severity/extent of lymphoma (Hodgkin’s and NHL) based on the Ann Arbor Staging System.  This categorizes lymphoma into four (primary) stages based on anatomic lymph nodal group involvement.  
Values include: I, II, III, IV, IE, IIE, IIE+S, IIIS 
Cotswold Modified Ann Arbor Stage

CDE: 2902443      Classification of severity/extent of Hodgkin’s Disease (HD) lymphoma based on the modified Ann Arbor or Cotswold staging system.  This categorizes HD into four (primary) stages based on anatomic lymph node involvement.


Values include: I, IE, II, IIE, III, III 1, III 2, and IV 
Durie-Salmon Stage

CDE:  2181363   A description of the severity of Multiple Myeloma disease in a patient classifying the disease based on standard criteria defined by the Durie-Salmon Staging system. 

Values include: I, II, III and Unknown
International Staging System (ISS) Stage

CDE: 2689280 Categorization of patients with Myeloma to describe the extent of/severity of their disease based on lab tests and other criteria, based on criteria defined by the ISS.  

Values: I, II, and III 

RAI Stage Classification
CDE:  58208   Stage of Chronic Lymphocytic Leukemia (CLL) according to the RAI Stage classification.  
Values: 0, I, II, III, IV
Binet Stage

CDE:  2848650   Categorization of patients with Chronic Lymphocytic Leukemia (CLL) to describe the extent of their diseased based on number of affected lymphoid tissue groups and the presence/absence of anemia or thrombocytopenia. 
Values: A, B, C

FIGO Score

CDE:  62343    Rating based on FIGO staging criteria based on the assignment of TNM categories into groups used to select and evaluate therapy, estimate prognosis and calculate end results.  
Jewett Stage

CDE: 2902378   Categorization of patients with Prostate Cancer using the Whitmore-Jewett staging system to describe the extent of their disease. 

Values: A, A1, A2, B, B1, B2, C, C1, C2, D
St. Jude Lymphoma Stage

CDE:  2902390   Categorization of Pediatric patients with Lymphoid Cancer using the St. Staging system.  This system was designed to accommodate the non-contiguous nature of disease spread, predominant extranodal involvement, and involvement of the central nervous system and bone marrow that characterize the pediatric non-Hodgkin’s Lymphomas.
Values: I, II, III, IV

CML Phase

CDE:  2902396   Classification of patients with Chronic Myelogenous Leukemia (CML) by well-defined periods of disease increased activity or indolence. 
Values:  Chronic, Accelerated or Blastic

B- symptoms

CDE:   2902402   Text term to signify whether Lymphoma B-Symptoms are present (or absent) as noted in the patient’s medical record.  
Values:  Yes, No, Unknown, or Not Applicable.
Optional Questions

Staging Time Point
CDE: 2847352 A category indicating the timepoint at which the current staging/extent of disease evaluation was performed relative to the patient’s enrollment on a study and/or treatment.

Values: Initial Diagnosis, Current Diagnosis, At Study Enrollment, Re-staging
End of Staging and Extent of Disease Module
