This document is intended for the use of the DCP Consortia staff conducting cancer chemoprevention studies under contract with the NCI/DCP. _____________________________________________________________________________________________________________________

DIVISION OF CANCER PREVENTION (DCP) POLICY FOR DCP CONSORTIA STUDIES: 
CASE REPORT FORM VERSIONING POLICY
Policy Statement: Case Report Forms (CRF) will be versioned according to the DCP standard for CRF submission used at the time of protocol development.  DCP standards are based on the CRF submission format.
PURPOSE:
The purpose of this document is to describe the proper method for updating the version number and/or version date for CRFs developed for DCP Consortia studies and to describe the relation of CRF versioning to protocol versioning.
BACKGROUND:
In October 2005, DCP authored a new protocol template to better support the process of protocol development and submission.  This update separated several of the appendices into individual “Additional Study-Related Documents” that include the following:
A. Recruitment and Retention Plan

B. Pharmacokinetic and Biomarker Methods Development Report
C. CRF Package
D. Data Management Plan (DMP)
E. Multi-Institutional Monitoring Plan (MIMP)
F. Data and Safety Monitoring Plan (DSMP)
The DCP Consortia Protocol Template on the DCP website provides a description of the requirements for a complete submission of protocol documents to DCP: 

http://prevention.cancer.gov/clinical-trials/clinical-trials-management/protocol-information-office/pio-instructions-and-tools.
A complete CRF package includes the documents listed below.  The DCP website should be consulted at the time of CRF submission to ensure compliance with the current requirements for a CRF package.
Attachment #1 – Schedule of Forms
Attachment #2 – CRFs
Attachment #3 – Coding Conventions
Templates for the attachments included in the CRF package are located within the DCP Consortia Additional Study-Related Documents Template, Item C. Refer to the URL provided above. 

Since the versioning of the CRFs impacts the DCP Oracle Clinical Remote Data Capture (DCP OC-RDC) database, it is important to adhere to the CRF versioning standards specified in the protocol template.
IMPORTANT NOTE:
Regardless of the CRF submission standard utilized, if the study database is activated or is being developed, it is imperative that the site work closely with the DCP Monitoring Contractor to coordinate CRF changes and to communicate the anticipated release schedule of the new version.
The Monitoring Contractor uses the version number on the paper CRFs (pCRF) as the version number for the electronic CRFs (eCRF).  Therefore, when the pCRFs are versioned, the Monitoring Contractor will also version the eCRFs in the DCP OC-RDC database as the pCRFs must be keyed to the corresponding eCRF version.
For example, version 1 pCRFs must be keyed to version 1 of the eCRFs.  If a new version of the pCRFs has been approved (version 2), coordination with the Monitoring Contractor is essential so that the version 2 eCRFs are available for data entry as soon as possible after the approvals (DCP, IRB, etc.) are received for the version 2 pCRFs.  Version 2 pCRFs would, under normal circumstances, never be keyed to version 1 eCRFs.  As IRB approvals may come in at different times for different sites, the CLO must be sure to communicate to the DCP Monitoring Contractor, the status of each site in regard to approvals and to communicate the anticipated date that a new version is likely to be put into use for the first time.
PROCEDURE:
CURRENT STANDARD (DCP Consortia Chemoprevention Protocol Template): CRFs ARE SUBMITTED AS AN ATTACHMENT TO THE CRF PACKAGE:

NOTE: The CRF version number and date are not required to match the protocol version number and date, since this format does not require the protocol and CRFs to be submitted as a combined document.
a. During the CRF concurrence review process (prior to CRF approval), the consortium developing the CRFs must change the version date to differentiate each CRF submission.  The version number and version date must be the same across all CRF pages within the CRF set.

b. If protocol revisions are requested as a result of the concurrence review, but no corresponding revisions to the CRFs are needed, then the CRF version number and date should not be changed.
Any change to the CRF version number and date will affect DCP OC-RDC.  If the study is active in DCP OC-RDC, database downtime will be required to change the version number on all eCRFs in the database.  Therefore, the practice of updating the CRF version number and date, in order to match the protocol version number and date, is strongly discouraged when there are no CRF content changes.
However, if the CRF version number and date are updated, a memo to file must be created to document the version of the eCRFs that will be used with the corresponding version of the pCRFs.
c. If revisions to the CRFs are requested during the concurrence review period (prior to CRF approval) but additional revisions to the protocol are NOT required, then only the version date of the CRF set needs to be updated for the revised CRF submission.  This will allow the CRF version number to remain consistent with the protocol version number for easier tracking, although this is not a DCP requirement.
d. If both the protocol AND CRFs require changes as a result of the concurrence review, then BOTH the version number and the version date must be updated within the CRF set.
e. In some rare cases, changes may be implemented within the CRF set that will not affect the DCP OC-RDC database.  Regardless of the DCP OC-RDC impact, a new version date should be assigned to any revised CRF submission.  After review by the RDC team, if it is confirmed that the CRF changes do not need to be implemented within DCP OC-RDC, the CLO will be asked to draft and submit a memo to file to the DCP Monitoring Contractor, documenting which version of the eCRFs will be used to correspond with the new version of the pCRFs.
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