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

PREPARING FOR ANNUAL/INTERIM MONITORING VISITS AND QUALITY ASSURANCE AUDIT VISITS AT CONSORTIUM LEAD ORGANIZATIONS
A. Overview:

1. The Division of Cancer Prevention (DCP) Monitoring Contractor will conduct annual and/or interim monitoring and Quality Assurance (QA) auditing visits at Consortium Lead Organizations (CLO).
a) Annual monitoring visits contribute to ensuring the CLO investigator’s compliance with Good Clinical Practice (GCP) Guidelines and with Federal and State Regulations pertaining to the conduct of cancer chemoprevention studies under contract with DCP.
b) Interim visits may be conducted 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.
I. Other factors contributing to the need for an interim site monitoring visit may include the complexity of the study, staff changes, the number of subjects enrolled, data entry or quality concerns, and/or other sponsor requirements.
c) QA audits consist of a review of Participating Organization (PO)-enrolled participant records previously monitored by the CLO Monitor and/or a general procedures audit of the Consortium’s compliance with the DCP Consortia Standard Operating Procedures (SOP), the Multi-Institutional Monitoring Plan (MIMP) and the Master Data Management Plan (DMP).

2. The CLO Site Coordinator is responsible for collaborating with the DCP Monitoring Contractor prior, during, and after the site visit to the CLO.
B. Responsibilities:
1. Collaborate with the DCP Monitoring Contractor’s Clinical Research Associate (CRA) to identify a mutually agreeable date for the monitoring and/or QA audit visit at the CLO that will allow maximum participation by CLO study principals.
a) Send an acknowledgement of receipt via email to the DCP Monitoring Contractor’s CRA once the visit confirmation letter is received. Confirmation letters are usually sent electronically approximately six weeks in advance of a visit and outline the objectives and expected duration of the visit (usually two and a half to three and a half days).
b) Ensure the participant charts selected by the CRA for review are available and data entry and QA reviews are current. The DCP Monitoring Contractor’s CRA typically sends the list of selected charts by email within two weeks of the visit date.
c) Ensure a secure internet connection, adequate work space, and access to equipment such as a copy machine are available for the DCP Monitoring Contractor’s CRA while on site.
2. Prepare for the annual or interim component of the site visit.
a) Ensure regulatory documentation at the CLO is current, accessible, and filed in an organized manner, and submissions to the DCP Regulatory Contractor are up-to-date.
I. The DCP Monitoring Contractor’s CRA’s regulatory review includes an assessment of IRB and DCP approval of protocol and related documents, Forms FDA 1572, SAE report submissions, pertinent laboratory certifications and related documentation for the study, investigator’s brochures, professional licenses and CVs of investigators and applicable staff, and review of training records.
b) Ensure the selected source documents and research records to be reviewed by the DCP Monitoring Contractor’s CRA are current and organized.
I. The DCP Monitoring Contractor’s CRA’s source document and research record review includes an assessment of 100 percent of informed consents, participant eligibility, adequacy of source documentation, correct reporting of endpoints, accurate reporting of clinical events and concomitant medications in Case Report Forms (CRF), laboratory sample evaluation and processing, protocol deviations, and accuracy of study data recorded in the DCP Oracle Clinical (OC) - Remote Data Capture (RDC) database.
c) Ensure the CLO site’s pharmacy staff is ready for the site visit.
I. If a pharmacy visit is conducted, the DCP Monitoring Contractor’s CRA will review pharmacy records, security and storage of the investigational drugs, drug accountability, and preparation and dispensation procedures.
d) Ensure internal QA procedures have been implemented as evidenced by query activity and QA ‘approval’ of forms in DCP OC-RDC.
e) Ensure recommendations and errors noted during the last annual or interim monitoring visit for specific protocols have been addressed.
3. Prepare for the QA audit component of the site visit.
a) Ensure that the Annual/Interim Site Monitoring Visit Reports completed by the CLO Monitors at the POs have been submitted to the DCP Help Desk at dcphelpdesk@dcpais.com.
b) Ensure there are copies of source documents (with identifiers removed) and paper CRFs (pCRFs) for participant charts previously reviewed by the CLO Monitor during the annual/interim site visits conducted at the POs. The DCP Monitoring Contractor’s CRA will review signed informed consents and 100 percent of data points previously monitored by the CLO to the extent allowed by the shadow documentation.
c) Ensure documentation of receipt of regulatory records from the PO site and their submission by the CLO to the DCP Regulatory Contractor is accurate and up-to-date.
d) Ensure approved DMP, MIMP and DCP SOP documents are current and available. The DCP Monitoring Contractor’s CRA’s QA audit includes an assessment of the following:
I. Adequacy of the CLO’s monitoring of selected charts from POs;

II. Whether the CLO conducted its monitoring of POs according to the Consortium’s approved MIMP and Master DMP; and

III. The CLO’s general compliance with DCP procedures for pharmacy visit, regulatory review, reporting of safety data, routine reporting to DCP, and recruitment planning.
C. Documentation Requirements:
Submit an electronic response within 30 calendar days of receipt of the site visit report to any action items identified during the visit and according to the instructions provided by the DCP Monitoring Contractor’s CRA and as outlined in the Site Visit Report Timeline.
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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