DCP Prevention Consortia

Key Components and Staff

DCP Organization

DCP Organization for Clinical Trials Consortia Management

The following are descriptions of key Consortium components and staff within the Division of Cancer Prevention.

Key Components
Division of Cancer Prevention (DCP)

Office of the Associate Director:

Associate Director for Clinical Research

Consortia Core Group

Protocol Information Office

LOI Review Committee

Protocol and Safety Review Committee

Organ Systems Research Groups:

Breast and Gynecologic Cancers Research Group

Lung and Upper Aerodigestive Cancers Research Group

GI and Other Cancers Research Group

Prostate and Urologic Cancers Research Group

Chemopreventive Agent Development Research Group

DCP Support Contractors

· CCS Associates:  Regulatory, Chemoprevention Scientific Support

· McKesson: Agent Repository

· Westat:  Clinical Trials Monitoring

National Cancer Institute

NCI Center for Bioinformatics

Research Contracts Branch

Key NCI and DCP staff
The NCI Contracting Officer, DCP Project Officer, Co-Project Officer, Scientific Monitor and Medical Monitor will jointly manage each Consortium and its contract-related activities.  Certain staff members, including the Project Officer, may assume responsibility for the roles of Scientific Monitor and Medical Monitor on any given protocol.  

DCP staff will function as “subject matter experts” for consortia-related informatics tasks and projects, and collaborate with the DCP PIO to facilitate communications regarding consortia-related activities.

Key NCI Staff

Contracting Officer

The Contracting Officer may be assigned to one or more consortia.  

Role:

· Act as an agent of the Government for the contract.

· Act as liaison to Project Officers in identifying and implementing required changes in the contract’s requirements

Responsibilities:

· Work with the Project Officer in the review and approval of Contractor invoices,

· Monitor the application of financial resources to the contract,

· The Contracting Officer is the only individual with the authority to:

Direct or negotiate any changes in the Statement of Work.

Modify or extend the period of performance.

Change the delivery schedule.

Authorize reimbursement to the Contractor of any costs incurred during the performance of the contract.

Change any terms and conditions of the contract.

Key DCP Staff   (
Key DCP Staff

Project Officer  

One DCP Project Officer is assigned to each Consortium (i.e., Lead Organization and affiliated Participating Organizations).  

Role:

· Provide administrative management, programmatic and financial oversight of the Consortium’s activities as specified in their contract,

· Manage the Consortium’s work effort in collaboration with the NCI Contract Officer, Co-Project Officer, and the Scientific Monitors and Medical Monitors assigned to the Consortium’s protocols, 

· Act as primary liaison with the Consortium Principal Investigator for issues pertaining to the technical management of the contract.

Responsibilities:

· Act as the administrative resource for the assigned Consortium,

· Monitor the technical and/or scientific progress of the Consortium, including its affiliates,

· Perform technical review and acceptances required by the contract, and assist in the resolution of technical problems identified during review,

· Monitor and evaluate the Consortium’s performance in meeting contract requirements according to established DCP performance criteria, and recommend contract modifications to the Contract Officer,

· Participate as a member of the Consortia Core Group for planning and development activities relating to the DCP Clinical Trials Consortia.

Co-Project Officer

Each Co-Project Officer is assigned to a specific Consortium.  

Role

· Participate in the programmatic and operational oversight of the Consortium’s activities,

· Work collaboratively with the Project Officers, and the Scientific Monitors and Medical Monitors assigned to the Consortium’s protocols, in managing the Consortium’s work effort.

Responsibilities of the Co-Project Officer:

· Provide input to the Project Officer, Scientific Monitors and Medical Monitors to support adequate and thorough monitoring and oversight of all Consortium activities,

· Act as a resource for the Site Coordinator and other Consortium staff for programmatic questions,

· Identify training needs of Consortium staff in both administrative and technical requirements, and develop tools and resources to meet them,

· Collaborate with other Co-Project Officers to identify problems and issues common to all consortia and appropriate methods to resolve them,

· Provide continuity and consistency in Consortium management by assuming the role of the Project Officer as delegated.

Scientific Monitor

The Scientific Monitor is assigned to specific protocol(s) within his/her area of expertise.  These assignments are protocol-specific and are made at the time of LOI approval process.  A Scientific Monitor may monitor protocols from more than one Consortium.

Role:

· Provide regulatory, technical and scientific oversight for his/her assigned protocols,

· Work collaboratively with the Project Officers, Co-Project Officers, and Medical Monitors in managing the protocol-specific work effort at each Consortium.

Responsibilities:

· Interpret the technical and scientific requirements of the LOI, protocol, and other documents to ensure their appropriate implementation,

· Monitor and evaluate the technical progress of the protocol, including compliance with protocol-specific requirements,

· Identify and resolve technical problems identified during progress monitoring and evaluation,

· Provide input to the Project Officer to assist in the technical review and acceptances required by the contract, 

· Participate in the development of Agent announcements,

· Act as a resource for issues pertaining to the technical and scientific aspects of a protocol.

Medical Monitor

The Medical Monitor is assigned to specific protocol(s) within his/her area of expertise.  These assignments are protocol-specific and are made at the time of LOI approval process.  A Medical Monitor may monitor protocols from more than one Consortium.

Role:

· Provide oversight of subject safety issues for his/her assigned protocols.

· Work collaboratively with the Project Officers, Co-Project Officers and Scientific Monitors in managing the work effort at each Consortium.

Responsibilities:

· Monitor the appropriate implementation of safety and regulatory requirements for each assigned protocol,

· Review and evaluate required reports: SAE reports, AE reports, site visit reports, other monitoring and auditing reports, and clinical data,

· Oversee the conduct of the clinical trial, including the review of protocol deviations.

· Act as a resource for issues pertaining to safety and regulatory aspects of a protocol.
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