Division of Cancer Prevention Clinical Trials Consortia

Regulatory and Administrative Document Requirements

The Lead Organization of each Consortium is responsible for the collection and submission of required regulatory and administrative documentation for all Organizations within the Consortium.  These documents include but are not limited to those listed below.

Regulatory Documentation

The Lead Organization and each Participating Organization must prepare a regulatory document packet for each protocol in which the organizations will participate 

The Lead Organization is responsible for collecting the required document packet from each, assuring its accuracy and completeness, and submitting it to the Protocol Information Office in DCP.
Investigator and Site Documentation

The regulatory documentation packet for each organization should include the following:

· Form FDA 1572: Statement of Investigator

For the Lead Organization, this form must have an original signature of the Consortium Principal Investigator.

For the Participating Organization, this form must have an original signature of the Site Leader.

The FDA 1572 must list all investigators participating in the protocol as well as all laboratories that will be used for protocol testing and analysis at both the Lead and Participating Organization(s).

· Curriculum Vitae (CV) or Bio-sketch

Each investigator participating in the protocol and listed on the FDA 1572 must submit a current CV or Bio-sketch.  The CV must be signed and dated by the investigator, and include the investigator’s affiliation with the organization at which the protocol will be conducted.

· Medical License

When applicable, current medical licenses must be submitted for all investigators listed on the FDA 1572 forms for both the Lead and Participating Organization(s).

· Certification of training in “Protection of Human Research Subjects”

Certification must be submitted for all investigators listed on the FDA 1572 forms for both the Lead and Participating Organization(s).  Certification should include the month and year in which training was completed.

· Financial Disclosure Form

When applicable, a completed and signed form must be submitted for each investigator listed on the Form FDA 1572 for both the Lead and Participating Organization(s).

Investigator and Site Documentation (cont’d)

· Lab Certifications and Reference Information

The following documents and information must be submitted for each laboratory listed on the Form FDA 1572 for both the Lead and Participating Organization(s).

· Current lab certifications (CLIA, CAP, etc.) 

If the certification has just expired or is about to expire, the Lead Organization should include a Note to File indicating when the updated certification will be available and submitted.

· Lab normal ranges

These are collected to serve as reference documents for laboratory adverse events.  Each laboratory will have its own set of normal laboratory values based on its surrounding populations and the assays used.

IRB Documentation

The Lead Organization and each Participating Organization must obtain IRB approval of the protocol, informed consent and other documentation for each protocol in which the organization(s) will participate.  

The Lead Organization is responsible for collecting the required documentation from each Participating Organization, assuring its accuracy and completeness and submitting it to the Protocol Information Office in DCP prior to protocol activation at each organization.  This documentation includes

· IRB approvals

Documentation of the IRB approval and a copy of the approved document must be submitted for the following documents.  

· Protocol

· Organization-specific Informed consent 

· Recruitment materials

· Any written documentation provided to the patient/participant

The IRB approval document must state the protocol or Informed Consent version number (#), if any, and date.  IRB approval of any changes (i.e., amendments and revisions) made to the protocol and/or informed consent also must include a list of the approved changes as an attachment.  When submitting an amended or revised protocol version, submit two copies:  clean copy and a copy with revisions highlighted in bold or colored text.

· IRB Membership List

This List must be submitted for both the Lead and Participating Organization(s).  If any of the investigators listed on the Form FDA 1572 for the protocol are also members of the organization’s IRB, the IRB Office must complete a File Note stating that the investigator did not participate in any deliberations regarding the protocol.  Updated and revised IRB membership lists need to be submitted while the protocol is in progress.

· IRB Continuing Review

During the course of the protocol, the Lead Organization must submit documentation of annual continuing review by the IRB for the Lead Organization and each Participating Organization to the PIO, as well as notification of site closure or misconduct.

· IRB Review of IND Safety Reports

During the course of the study, the Lead Organization must submit documentation of IRB submission of any NCI, DCP SAE Alert Letter and all related correspondence for the Lead Organization and each Participating Organization to the PIO.

Administrative Documentation

DCP Clinical Trials Consortia Address Data Forms

These forms collect the names, addresses, and other information for key components and staff at both the Lead and Participating Organizations within a DCP-sponsored clinical trials consortium.  

The forms will be completed by the Lead Organization for the consortium and submitted to the DCP Protocol Information Office as directed:

· Address Data Form: Baseline must be submitted within the timeframes specified by DCP.

· Address Data Form: Protocol Initiation must be submitted prior to protocol activation at both the Lead and Participating Organizations or as specified by DCP.

Delegation of Authority Form

This section “Under Construction”.

Documentation of Training for Remote Data Capture

This section “Under Construction”.
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