DCP CONSORTIA 2012 STANDARD OPERATING PROCEDURES


SOP 4:  Reporting Protocol Deviations

Overview:
A protocol deviation is any noncompliance with the study design and/or procedures of a Division of Cancer Prevention (DCP) and Institutional Review Board (IRB)-approved protocol. Protocol deviations may result from the actions of the study participant, the investigators, or the clinical staff conducting the study.

Investigators, Site Coordinators, and designees at Consortium Lead Organizations (CLOs) and Participating Organization (POs) are responsible for recording and reporting protocol deviations as soon as they are identified.
Responsibilities:

Investigators, Site Coordinators, and designees at each enrolling site will report protocol deviations as follows:
1. Use the DCP Consortia Protocol Deviation Form to report a protocol deviation as soon as it is identified. A single protocol deviation should be recorded per form.
a. Ensure the form is completed by designated staff at the clinical site at which the deviation occurred. 

b. Complete fields 1 through 19 per the instructions for completion on page 2 of the form.

c. Ensure the Principal Investigator (PI) reviews the completed form before it is submitted to the appropriate DCP Medical Monitor for review.

d. Check the box in field 20 to acknowledge the PI has reviewed the completed form. Provide the date of the PI’s review in field 21.

2. Email the completed form to the appropriate DCP Medical Monitor for review and approval.

3. If applicable, resolve queries received from the DCP Medical Monitor (or designee) and resubmit the revised form to the DCP Medical Monitor for final review and approval.

4. Expect to receive the completed form that includes the assigned protocol deviation grade and DCP comments via email from the DCP Monitoring Contractor.  Contact the DCP Help Desk (dcphelpdesk@dcpais.com) with questions related to the status of a completed form, or a request for a summary of all completed forms on file.  

5. Comply with all institutional and/or CLO requirements related to the reporting of protocol deviations.
Documentation Requirements:
Each enrolling site will retain in their study files a copy of the DCP Consortia Protocol Deviation Form and communications related to the reporting of the protocol deviation. 

Additional Information:

Refer to the DCP Acronym List to see the description of 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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