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

IDENTIFYING STAFF TO CONDUCT ON-SITE MONITORING VISITS FOR THE DCP PREVENTION CONSORTIA
A. Overview:
The Consortium Lead Organization (CLO) Principal Investigator (PI) and Site Coordinator are responsible for the following tasks:
1. Identifying staff to conduct on-site monitoring visits at Participating Organizations (POs); and
2. Ensuring that CLO monitoring staff who conduct visits are adequately trained and can demonstrate performance proficiency to assure that research sites are in compliance with GCP Guidelines, Federal Regulations and National Cancer Institute (NCI)/Division of Cancer Prevention (DCP) policies and procedures.
B. DCP Training and performance proficiency requirements for CLO On-Site Monitoring Staff:
1. The minimum DCP-approved requirements to conduct on-site monitoring at POs must include all of the following:
a) Two or more years of recent work experience in a clinical research environment or in a facility where adult clinical studies are conducted;
b) Previous experience including:
I. Minimum of six months hands-on monitoring experience (as a site monitor for a Contract Research Organization (CRO), pharmaceutical company, or other), which included chart reviews and an assessment of regulatory compliance; or
II. At least two site monitoring training visits at any institution with a trained and more experienced site monitor or auditor for clinical studies.
c) Completion of the following steps during orientation:
I. Review the DCP Standard Operating Procedures (SOPs) related to site monitoring located on the DCP website at: http://prevention.cancer.gov/clinical-trials/clinical-trials-management/2003-dcp-consortia-early;
II. Review the GCP guidelines pertaining to site monitoring at: http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/ucm073122; and
III. Complete, sign and date the Site Monitoring Training Checklist to indicate the completion of these reviews.
2. It is also recommended that CLO monitoring staff attend a professional course as part of their orientation, and maintain documentation of attendance with the CLO.
a) Examples of training courses include but are not limited to
I. Clinical Research Monitoring Workshop offered by the Society of Clinical Research Associates (SoCRA) – http://www.socra.org.

II. Monitoring Clinical Drug Studies offered by the Barnett Educational Services - http://www.barnettinternational.com.
III. Monitor Home Study Online offered by the Association of Clinical Research Professionals (ACRP) – http://www.acrpnet.org.

b) The training course should include the following topics:

I. General ethics regarding the conduct of clinical studies;

II. Responsibilities of the sponsor, the investigator and the monitor;

III. Application of GCP guidelines;

IV. Guidelines for monitoring;

V. IRB and informed consent regulations;

VI. Protocols and CRFs;

VII. Definitions, scope, and purpose of the pre-investigational, study initiation, routine monitoring, and close out visits;

VIII. FDA inspections; and
IX. AE and SAE reporting.
C. Documentation Requirements:
File the following information for each CLO monitoring staff:
1. Current CV;

2. Documentation of site monitoring training visits, if applicable
3. Copy of agenda for monitoring course, if applicable;
4. Copy of certificate of completion from the monitoring course, if applicable; and
5. Signed Site Monitoring Training Checklist. (Any exceptions to items listed on the checklist must be documented under the “Comments” section of the checklist.)
D. Additional information:
1. Opportunities for training may also be possible, with prior permission from DCP, when representatives from the DCP Monitoring Contractor conduct a site visit at the CLO or at a PO.

2. 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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