DCP Prevention Consortia

Key Components and Staff
Contractor Organization

Contractor Organization for Clinical Trials Consortium Management

The following are descriptions of key Consortium components and staff. 

The descriptions of key staff and their responsibilities are not all-inclusive and are not intended to dictate required staffing and/or staffing titles.  Instead, they are provided to reflect the need for DCP/NCI to identify roles and responsibilities of Consortium members.  One person may hold more than one of these positions. 

Key Components

Lead Organization  

This is the institution awarded the contract by the government for Phase 1and Phase 2 Clinical Trials of Cancer Chemopreventive Agents.  This institution is named as the Lead Organization for a Consortium and will be its primary liaison with DCP.

The Lead Organization is responsible for:

· Conducting (e.g., designing, developing, and implementing) multiple early phase clinical trials of DCP-sponsored cancer preventive agents and other available agents in accordance with the contract award document, 

· Establishing and maintaining the infrastructure required to conduct these trials,

· Providing oversight of the conduct of the clinical trials at the Lead Organization and across all Participating Organizations,

· Complying with all reporting requirements in the contract.

Additional information regarding the role and responsibilities of the Lead Organization is included in the DCP Multicenter Guidelines. 

Participating Organization

This institution is responsible to and collaborates with the Lead Organization in the conduct of the early phase clinical trials sponsored by DCP through this contract.  Each Consortium may have one or more Participating Organizations.

The Participating Organization is responsible for:

· Implementing early phase clinical trials of DCP-sponsored cancer preventive agents under the oversight of the Lead Organization and in compliance with the terms of award,

· Contributing expertise in early phase clinical trials, supporting technologies, and/or laboratories and other facilities to the infrastructure established by the Lead Organization, as agreed upon and needed.

Key Consortium Staff

Consortium Principal Investigator

The Lead Organization investigator named on the contract award document.   This investigator will be designated as the Principal Investigator on all protocols approved for the Consortium.

The Principal Investigator is responsible for:

· Overseeing the scientific (technical) and administrative conduct of all approved protocols conducted within the Consortium (i.e., the Lead and Participating Organizations) under this contract,

· Assuring the ethical integrity of protocols conducted within the Consortium under this contract,

· Collecting and/or submitting required regulatory documentation for all organizations within the Consortium,

· Ensuring compliance of the Consortium with regulatory requirements,

· Preparing and submitting required reports documenting the progress of the contract and specific information for each clinical trial,

· Acting as primary liaison with DCP Project Officer and the Contracting Officer for issues pertaining to the management of the contract.

Site Coordinator 

The staff member at the Lead Organization who is responsible for the program management of the Consortium.  

The Site Coordinator is responsible for:

· Organizing and managing the administrative and clinical aspects of a protocol,

· Ensuring accuracy, completeness, and timely submission of regulatory and other required documents,

· Participating in the development and monitoring of the Consortium’s recruitment and retention and compliance plans,

· Acting as the primary contact person for staff within the Consortium and at DCP for issues regarding the administration and data management of approved protocols.

Protocol Chair 

An investigator in the Consortium who develops the protocol and is responsible for the scientific (technical) conduct of the protocol within the Consortium.  There is one Protocol Chair for each approved protocol. 

For Phase I studies, the Protocol Chair may be a PhD, with an MD designated as a responsible investigator for the study.  The Consortium Principal Investigator also may act as a Protocol Chair. 

The Protocol Chair is responsible for:

· Developing the protocol,

· Monitoring the protocol’s implementation within the Consortium, 

· Analyzing and reporting the protocol data,

· Acting as primary liaison with the Consortium’s leadership (i.e., Consortium Principal Investigator, Site Leader, Protocol Lead Investigator) for issues pertaining to the scientific conduct of the protocol.  
Site Leader

An investigator associated with either the Lead or a Participating Organization who is responsible for the supervision of all approved protocols at this organization.  The Consortium leadership may choose to combine the role and responsibilities of the Site Leader and the Protocol Lead Investigator.

The Site Leader is responsible for:

· Supervising the administrative conduct of all approved protocols at an Organization,

· Acting as the primary liaison with the Consortium Principal Investigator and Protocol Chair for issues pertaining to the administrative conduct of a protocol at an Organization, including adherence to good clinical practice and regulatory guidelines.

Protocol Lead Investigator

An investigator associated with either the Lead or a Participating Organization who is responsible for the supervision of a specific protocol at this organization.  The Consortium leadership may choose to combine the role and responsibilities of the Site Leader and the Protocol Lead Investigator.

The Protocol Lead Investigator is responsible for:

· Supervising the scientific (technical) conduct of an approved protocol at an Organization

· Acting as the primary liaison with the Protocol Chair for issues pertaining to the scientific (technical) conduct of a protocol at that Organization.

Investigator

An investigator associated with either the Lead or Participating Organization who is active in the conduct of one or more approved protocols.  There may be more than one investigator at any organization within the Consortium.

The Investigator is responsible for one or more of the following:

· Treating and evaluating subjects on the approved protocols at his/her organization,

· Maintaining the integrity of the research data.

· Laboratory-based studies associated with the research trial.

Site Coordinator 

The staff member at the Participating Organization who is responsible for the management of the program.

The Site Coordinator at the Participating Organization is responsible for:

· Coordinating the administrative and clinical aspects of protocol(s) activated at the Participating Organization,

· Ensuring accuracy, completeness, and timely submission of regulatory and other required documents to the Lead Organization,

· Participating in the development and monitoring of the Participating Organization’s recruitment and retention and compliance plans,

· Acting as the primary contact person for issues regarding the administration and data management of protocols activated at the Participating Organization.
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