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

CONDUCTING STUDY INITIATION VISITS 
A. Overview:
1. The study initiation visit is conducted by the Consortium Lead Organization (CLO) Lead Site Coordinator or CLO Monitor.  The purpose of the DCP consortium study initiation visit is to:

a) Meet with key study personnel who will be conducting the protocol at the enrolling sites;
b) Discuss protocol-specific issues that may include but are not limited to: primary and secondary endpoints; the randomization process; drug supply; processes for drug labeling, storage, and distribution; data collection; specimen collection, processing, and shipment; and data reporting;
c) Ensure that the participating site(s) is/are ready to begin the trial;

d) Orient staff from the participating site(s) to all general aspects of the performance of the work; and

e) Ensure that all regulatory requirements are in order at the enrolling sites and the CLO.
2. The CLO Lead Site Coordinator or CLO Monitor will usually conduct the study initiation visit at the CLO with or without remote conferencing.  The study initiation visit is typically conducted:
a) After DCP issues a “Notice of Study Approved on Hold” letter to the CLO; and

b) After the CLO has submitted the protocol to its Institutional Review Board (IRB).  The Participating Organizations (PO) will submit the protocol to their IRBs once the protocol receives CLO IRB approval.
3. The site staff responsible for conducting the protocol at the POs must attend a study initiation visit. CLO clinical site staff will also attend if the CLO will also be an enrolling site.  
B. Schedule the Study Initiation Visit:
1. The study initiation visit is accomplished in one day.  Schedule a visit date that is mutually convenient for CLO staff, key staff from all enrolling sites, and DCP staff including the Medical/Scientific Monitor and Nurse Consultant/Specialist.
2. If necessary, schedule a separate visit for PO(s) that cannot attend the study initiation visit. This visit can be conducted in person or by remote conference. A PO will not be able to enroll participants to the study until its site staff has attended a study initiation visit.
3. Send a final email confirmation of the study initiation visit date to the DCP Help Desk and the staff of all enrolling sites.
C. Prepare for the Study Initiation Visit:
1. Prepare an agenda prior to the study initiation visit to identify the relevant discussion topics and designate a facilitator for each. Refer to the Clinical Study Initiation Visit Report to review the list of topics that may be applicable during a study initiation visit.
2. Prepare the remaining visit materials (hard copy and/or electronic), including the current version of the protocol, Case Report Forms (CRF), informed consent document and other relevant materials, and distribute them to participants in advance of the visit (if conducted remotely) or on site.
3. Confirm with the DCP Regulatory Contractor that all protocol-specific regulatory documents are on file for each enrolling site and for the CLO.
4. Review the DCP Protocol Deviation and DCP Serious Adverse Event (SAE) Reporting Forms. These forms may be found on the Consortia for Early Phase Prevention Trials page of the DCP website at:  http://prevention.cancer.gov/clinical-trials/clinical-trials-management/protocol-information-office/pio-instructions-and-tools 
5. Recommend that the following site staff be available for select sessions during the study initiation visit:
a) Principal Investigators (PI) and Co-Investigators, as applicable, from each enrolling site; 
b) Study Pathologist, as applicable;
c) Study Statistician(s);
d) Data Management team(s);
e) Research Nurses and/or Site Coordinators from each enrolling site;
f) Pharmacists of Record from each enrolling site;
g) Research Laboratory staff;
h) CLO Monitors; and
i) Other staff that will have specific responsibilities for study operations.
D. Conduct the Study Initiation Visit:
1. Ask each meeting participant to complete, sign and date an Attendance Sheet that is distributed at the start of the meeting. Distribute an Attendance Sheet electronically to those attending remotely and ask them to do the same.
a) Place the original completed Attendance Sheet in the CLO study files at the conclusion of the visit and provide a copy to PO staff to be placed in their study files.
b) Instruct the POs attending by remote conference to send the original Attendance Sheet to the CLO and keep a copy for their study files.
2. For a study initiation visit conducted at a PO site: complete, date and sign the Site Monitoring Visit Log and have a study site staff member do the same. The PO site must maintain the log in their regulatory files.
3. Refer to the Clinical Study Initiation Visit Report to review the list of topics that are usually discussed during a study initiation visit.
4. During the course of the study initiation visit, record items that are identified as requiring further action or follow up. Review the action items with the meeting participants prior to concluding the meeting.
E. Document the Study Initiation Visit:
1. Document the complete findings of the study initiation visit in the Clinical Study Initiation Visit Report including a description of items that were identified for further action or follow up.
2. Distribute the Clinical Study Initiation Visit Report as indicated in the Site Visit Report Timeline.
F. Important Information on Reporting Scientific Misconduct:
1. The CLO Lead Site Coordinator or CLO Monitor must immediately notify the DCP Medical/Scientific Monitor and DCP Nurse Consultant/Specialist of any study initiation visit findings that may suggest intentional misrepresentation of data and or disregard for regulatory safeguards for any of the components of the monitoring visit.

2. The notification will be done by phone to permit clarification and discussion of the issues. Documentation should be included in the site visit report(s).
G. 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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