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

DCP CONSORTIA STANDARD OPERATING PROCEDURES

USING UPDATED VERSIONS OF PAPER AND ELECTRONIC CASE REPORT FORMS
A. Overview:
1. The Consortium Lead Organization (CLO) and Participating Organization (PO) Principal Investigators (PI) and Site Coordinators are responsible for ensuring their site staff is using the most current Division of Cancer Prevention (DCP)-approved version of the paper Case Report Forms (pCRF) and electronic Case Report Forms (eCRF) throughout the conduct of a DCP cancer chemoprevention study.

2. During the conduct of a DCP cancer chemoprevention study, it may be necessary to make changes to the approved Case Report Forms (CRF). All changes to approved CRFs must be reviewed and approved by DCP as well as any applicable IRBs prior to implementation at the CLO and PO study sites.
a) CRFs for DCP studies are versioned as a set, not per form.
b) If a change to any of the approved CRFs is made, the entire set of the CRFs (all pages) needs to be reversioned so that the version information will match across all CRF pages within a submission set.
B. Responsibilities:
1. Use the most current DCP-approved version of the CRFs when completing pCRFs and eCRFs.
2. Notify site staff (at CLO and PO sites, as applicable) of upcoming CRF version changes.
3. Communicate with site staff (at CLO and PO sites, as applicable) and the DCP Monitoring Contractor to set an implementation date once DCP and the IRB(s) have approved of a CRF version change.

4. Work with the DCP Monitoring Contractor to close and retire the old eCRF book and implement the new eCRF book in order to avoid missed data or rekeying data.
· If there is a delay such that certain sites are still using the old eCRF book when other sites are ready to move to the new, communicate the need for multiple, active books to the DCP Monitoring Contractor and notify all participating sites to ensure careful selection of the appropriate eCRF book when performing data entry in the DCP Oracle Clinical (OC) - Remote Data Capture (RDC) database. 
5. Review the pCRFs and eCRFs that were completed by site staff (at CLO and PO, as applicable) to ensure the timely implementation of the version change.
6. Provide the site staff (at the CLO and PO, as applicable) with the updated pCRF set once the updates have been implemented. Ensure that updated eCRFs are available in the DCP OC-RDC database.
7. Use the most current, approved version of the pCRFs and key new data to the matching eCRF version for:
a) Noncumulative forms; and
b) Cumulative forms, such as the Adverse Event and Concomitant Medication forms.
8. Data updates may be made to previously keyed eCRFs that have been retired. Ensure that data updates made to pCRFs are keyed to the corresponding eCRF within the DCP OC-RDC database.
C. Documentation Requirements:
1. Maintain clear documentation of DCP approval and an implementation date for each CRF version change. The DCP Monitoring Contractor will refer to this documentation during each site monitoring visit to the CLO.
2. Refer to the Division of Cancer Prevention (DCP) Policy for DCP Consortia Studies: Case Report Form Versioning Policy to clarify DCP’s policy and procedures for versioning and dating CRFs developed for DCP Consortia studies.

D. Additional Information:
Refer to the DCP Consortia Acronym List to see the description for commonly used acronyms in this SOP.
Please send questions and comments to the DCP Help Desk at:
1-844-901-4357 or dcphelpdesk@dcpais.com
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Location of this SOP on the DCP website: http://prevention.cancer.gov/clinical-trials/clinical-trials-management/2003-dcp-consortia-early
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