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

COLLECTION AND SUBMISSION OF REGULATORY DOCUMENTS
A. Overview:
1. Staff at the Consortium Lead Organizations (CLOs) and Participating Organizations (POs) are required to prepare, gather and submit regulatory documents prior to study initiation (initial submission) and throughout the duration of each study (subsequent submission).
a) The PO Site Coordinator prepares and gathers the PO’s regulatory documents and submits them to the CLO.
b) The CLO Site Coordinator (or regulatory designee) submits the PO’s regulatory documents to the DCP Regulatory Contractor. The CLO Site Coordinator (or regulatory designee) also prepares and gathers the CLO regulatory documents and submits them to the DCP Regulatory Contractor.
B. Responsibilities for Initial Submission:
1. For PO Site Coordinators making an initial submission of regulatory documents to the CLO:
a) Use the Checklist for Initial Submission of Regulatory Documents or similar means to gather the regulatory documents required for an initial submission.
b) Submit all required regulatory documents to the CLO Site Coordinator according to agreed upon deadlines in order to allow sufficient time for review before submission to the DCP Regulatory Contractor.
c) Submit documents in photocopy or electronic format with the exception of Form FDA 1572 and DHHS FDA Disclosure Form 3455, which must be original, signed documents.
I. Email electronic documents to the CLO, attaching the DCP Document Transmittal Form or using similar means to track the documents being sent.
II. Send all hardcopy submissions via a shipping method that allows for tracking and verification of receipt.
d) File the completed DCP Document Transmittal Form when returned from the CLO or keep similar tracking documentation on file.
e) File other study documents (e.g., screening log, sponsor correspondence) that do not need to be submitted for approval.
2. For CLO Site Coordinators (or regulatory designees) making an initial submission of PO regulatory documents to the DCP Regulatory Contractor:
a) Check regulatory documents submitted by the PO for accuracy and completeness and obtain further information, if needed from the PO Site Coordinator.
b) Track document transmittal and communications with the POs using the DCP Document Transmittal Form or similar means.
c) Submit documents to the DCP Regulatory Contractor in photocopy or electronic format with the exception of Form FDA 1572 and DHHS FDA Disclosure Form 3455, which must be original, signed documents.

I. Email electronic documents to the DCP Regulatory Contractor, attaching the DCP Document Transmittal Form or using similar means to track the documents being sent.
II. Send all hardcopy submissions via a shipping method that allows for tracking and verification of receipt.
d) Submit the complete regulatory document packages (separately for each PO) to the DCP Regulatory Contractor at least seven calendar days prior to the anticipated drug shipment authorization for each PO site.
e) Forwarding an incomplete regulatory document packet should only be done in the instance where one or two documents from a PO are pending to avoid delays for review of the submission.
3. For CLO Site Coordinators (or regulatory designees) making an initial submission of CLO regulatory documents to the DCP Regulatory Contractor:
a) Use the Checklist for Initial Submission of Regulatory Documents or similar means to gather the regulatory documents required for an initial submission.

b) Submit documents in photocopy or electronic format with the exception of Form FDA 1572 and DHHS FDA Disclosure Form 3455, which must be original, signed documents.

I. Email electronic documents to the CLO, attaching the DCP Document Transmittal Form or using similar means to track the documents being sent.
II. Send all hardcopy submissions via a shipping method that allows for tracking and verification of receipt.
c) Submit a complete package of regulatory documents including both the global and the site-specific Form FDA 1572 with supporting documents, if the CLO is an accrual site.
d) Submit regulatory documents to the DCP Regulatory Contractor regardless of whether the CLO will be acting as an accrual site.
I. Submit the following regulatory documents to the DCP Regulatory Contractor, if the CLO will not accrue subjects to the study:
i. Global Form FDA 1572 signed by the CLO Principal Investigator (PI);

ii. IRB approval for DCP-approved protocol documents;

iii. CVs of all investigators listed on the global Form FDA 1572;

iv. Human Subjects Protection Training certifications for all investigators listed on the global Form FDA 1572;

v. Professional licenses (where applicable) for all investigators listed on the global Form FDA 1572; and

vi. DHHS FDA Disclosure Form 3455 for all investigators listed on the global Form FDA 1572.

e) Submit the signed global Form FDA 1572 to the DCP Regulatory Contractor within 14 calendar days of the CLO’s receipt of the Approval on Hold letter.
f) File other study documents (e.g., screening log, sponsor correspondence) that do not need to be submitted for approval.

C. Responsibilities for Subsequent Submission:
1. Use the Checklist for Subsequent Submission of Regulatory Documents or similar means to gather regulatory documents required in subsequent submissions throughout the course of a study.
2. Submit documents in photocopy or electronic format with the exception of Form FDA 1572 and DHHS FDA Disclosure Form 3455, which must be original, signed documents.

a) Email electronic documents, attaching the DCP Document Transmittal Form or using similar means to track the documents being sent.
b) Send all hardcopy submissions via a shipping method that allows for tracking and verification of receipt.
c) Subsequent submissions of PO regulatory documentation must be submitted by the PO Site Coordinator directly to the CLO Site Coordinator and recorded on the DCP Document Transmittal Form or similar means. The CLO Site Coordinator then reviews for completeness and forwards to the DCP Regulatory Contractor.
d) Subsequent submissions of CLO regulatory documentation is submitted by the CLO Site Coordinator (or regulatory designee) to the DCP Regulatory Contractor.
3. Submit subsequent regulatory documentation according to deadlines agreed upon by the Site Coordinators at the CLO and POs.

D. Documentation Requirements:
1. Maintain all documentation regarding the submission and collection of regulatory documents in the event that questions regarding transmittal arise.

2. Documentation may be electronic or on paper, depending on the preference of the responsible staff person.

E. 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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