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 ANNUAL/INTERIM MONITORING VISITS AT PARTICIPATING ORGANIZATIONS

A. Overview:
1. Conducting annual or interim site monitoring visits at Participating Organizations (POs) is the responsibility of the Consortium Lead Organization (CLO). These visits are conducted by the CLO Monitor to ensure compliance with Good Clinical Practice (GCP) Guidelines and with Federal and State regulations pertaining to the conduct of cancer chemoprevention studies under contract with the National Cancer Institute (NCI)/Division of Cancer Prevention (DCP).

2. The CLO Monitor will:
a) Conduct the first site monitoring visit at a PO site eight months after a protocol has opened, or after the fifth participant has enrolled (whichever occurs first), then annually thereafter until study closure.
b) Conduct an interim visit as needed and/or as requested by the DCP Medical/Scientific Monitor to follow up on unacceptable deficiencies identified during the last annual site monitoring visit or problems noted since. Other factors contributing to the need for an interim site monitoring visit may include the complexity of the study, staff changes, number of subjects enrolled, data entry or quality concerns, and/or other sponsor requirements.

B. Schedule the Annual or Interim Site Visit:

1. Schedule mutually convenient dates for the annual or interim site monitoring visit with the PO Site Coordinator.
a) The visit should include a summary meeting to discuss the site visit findings. The PO Principal Investigator (PI) is expected to attend the summary meeting along with the PO Site Coordinator and other key study staff such as the Data Manager and Research Nurse(s).
2. Notify the PO at least six weeks in advance of the visit by sending a letter of confirmation to the PI, Site Coordinator, and the DCP Help Desk (dcphelpdesk@dcpais.com).
a) The letter should state the purpose and objectives of the visit, indicate documents that should be available for review, the expected duration of the visit, the date and time of the summary meeting (if confirmed), and a list of PO staff who should attend the summary meeting.
b) The duration of an annual site visit is generally two and a half days per study and the duration of an interim site visit is generally between one and a half to two and a half days.
3. Notify the PO at least 14 calendar days in advance of the visit to specify the participant records (charts) to be reviewed.

a) First Visit: Select the first five charts for participants enrolled and randomized.

b) Subsequent Visits: Access the DCP Oracle Clinical (OC) - Remote Data Capture (RDC) database for the PO’s participant identification (PID) numbers and select the next five charts for review, plus any charts with SAEs that have occurred since the last site monitoring visit. It is recommended that the CLO Monitor review at least three of the five selected charts and any charts with SAEs.
C. Prepare for the Annual or Interim Site Monitoring Visit:

1. Ensure that a computer with secure internet access or connectivity for a laptop will be available at the PO for monitoring participant records via DCP OC-RDC.
a) If DCP OC-RDC access is uncertain at the PO, generate a patient data report in DCP OC-RDC immediately prior to the visit for each case to be reviewed.
b) The patient data report can be used in lieu of live DCP OC-RDC access, and the data can be later verified in the DCP OC-RDC system within five days of the visit.
2. Review Recruitment, Retention, and Adherence (RRA) Plans.
3. Track enrollment and randomization numbers for each protocol via reports posted monthly to DCP’s Clinical Data Transfer (CDT) website at https://www.dcp-consortium-cdt.org/default.asp.
4. Review initial and continuing regulatory documents to ensure that submissions from the PO to the CLO are current, and submit documents to the DCP Regulatory Contractor as needed.
5. Assess timely entry of study data into DCP OC-RDC, the database of record, via reports posted monthly to the CDT website.
6. Track the reporting of staff changes.
7. Communicate to the PO Site Coordinator that all applicable research records (i.e., regulatory, source, pharmacy, site operations) at the site need to be current, organized and accessible for review in advance of the visit.
8. The PO Site Coordinator will make sure all documents, facilities and equipment needed by the CLO Monitor are ready in advance of the visit and will be prepared to discuss specific operational issues such as:
a) Implementation of quality assurance (QA) procedures;
b) Ensuring adequate staffing, facilities and resources to conduct the study;
c) Participant retention issues; and
d) Verifying that all recommendations and findings identified during the last monitoring visit have been addressed.
D. Conduct the Annual/Interim Site Visit:

1. Conduct a review of regulatory documents at the PO to assess whether the PO’s regulatory documents as submitted to the CLO are current. Refer to the Clinical Site Annual (Interim) Monitoring Report to see the required tasks when conducting a regulatory review.
2. Ensure that confidential documents such as investigator’s brochures (if applicable), individual participant charts containing source documents, PID logs and safety reports are securely stored according to institutional standards.
3. Verify that a properly signed and dated informed consent is on file for each study participant and that the site is using the most current IRB-approved informed consent version.
4. Perform a review of participant records (charts) verifying that information captured in the source documentation has been transcribed accurately and completely to paper Case Report Form (pCRF) and electronic Case Report Form (eCRF) data. Conduct reviews from screening through the most current study week available. Refer to the Clinical Site Annual (Interim) Monitoring Report to see the required tasks when conducting a review of participant records.
5. The CLO Monitor will:
a) Monitor 100 percent of the data points per chart reviewed in the DCP OC-RDC system;
b) Use the appropriate functions in DCP OC-RDC to create manual discrepancies to communicate errors or to verify each eCRF that is found to be complete and consistent with the source documentation;
c) For each chart reviewed, determine whether study participation occurred per protocol requirements for inclusion/exclusion criteria, visit dates and windows, clinical and laboratory evaluations, use of concomitant medications, dose modifications, and reporting of AEs including any SAEs;
d) Confirm that protocol deviation forms are on file for any deviations from protocol requirements;
e) Ensure missed visits or examinations are noted on the CRFs and source documents along with documentation of any attempts made to locate and/or communicate with the study participant; and
f) Make copies of participant records reviewed at the PO as allowed by institutional policy. All identifiers must be removed from the copied documents (only study PID numbers are allowed) before they are removed from the PO site. These copies will be made available to the DCP Monitoring Contractor Clinical Research Associate (CRA) for review when an audit visit is conducted at the CLO.
6. Conduct a pharmacy visit to ensure compliance with all Federal and State regulations pertaining to the pharmacy operations for the study at the PO. Refer to the Pharmacy Visit Report for the required tasks during the conduct of a pharmacy visit.
7. Conduct a site operations assessment to:
a) Verify the site has adequate resources (e.g., facilities, staff allocations);
b) Review internal QA procedures for data quality, including use of the DCP OC-RDC manual discrepancy and approve functions;

c) Review participant RRA Plans and their impact on the number of recruited study subjects;
d) Confirm accurate reporting of any SAEs to the DCP Medical Monitor, CLO, and IRB as well as accurate entry of the event on the cumulative AE CRF; and
e) Confirm resolution of action items identified during the previous site visit.
8. Prepare and conduct a summary meeting with the PI, Site Coordinator, and other key study staff to review the findings of the site visit. During the summary meeting the CLO Monitor will:
a) Provide an overview of findings from the review of participant charts and regulatory documents;

b) Summarize findings from the pharmacy visit; and

c) Discuss problem areas and plans for improvement (when applicable).

E. Document the Annual/Interim Site Visit:

1. Establish and maintain a Site Monitoring Visit Log at the PO. This document is to be completed, dated and signed by the CLO Monitor and a study staff member from the PO during each site visit.
2. Provide the PO site with a list of findings per participant chart reviewed before leaving the site. The Per PID Finding Sheet for On-Site Chart Review may be used as a communication tool.
3. Submit the Preliminary Report of Monitoring Findings as indicated in the Site Visit Report Timeline.

a) Unlike the other monitoring reports, the Preliminary Report of Monitoring Findings is distributed only to the DCP Help Desk and CLO Lead Site Coordinator.

b) Refer to the Examples of Major and Lesser Deficiencies to see a list of deficiencies that may be found during the conduct of a monitoring site visit and reported in the Preliminary Report of Monitoring Findings.
4. Document the complete findings of the annual or interim site visit using the Clinical Site Annual (Interim) Monitoring Report. The optional Action Item-Site Response Form (AIF) may be used to list action items and capture site responses. 
5. Document findings from the pharmacy visit using the Pharmacy Visit Report.
6. Distribute the visit reports to the monitored PO site, CLO Lead Site Coordinator, and the DCP Help Desk as indicated in the Site Visit Report Timeline. 

7. Ensure the monitored PO site adequately resolves all action items in a timely manner.   Submit documentation as indicated in the Site Visit Report Timeline.  

F. Important Information on Reporting Scientific Misconduct:
1. The CLO Monitor must immediately notify the DCP Medical/Scientific Monitor and DCP Nurse Consultant/Specialist of any 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
Step 3: Monitoring a Cancer Prevention Clinical Trial; SOP # 3

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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