DCP CONSORTIA 2012 STANDARD OPERATING PROCEDURES


SOP 1:  Regulatory Documents

Overview:
Consortium Lead Organizations (CLOs) and Participating Organizations (POs) are required to prepare, submit, and maintain regulatory documents according to all applicable regulations and requirements throughout the duration of each study.  CLOs and POs are also responsible for submitting specific regulatory documents to the Division of Cancer Prevention (DCP) Regulatory Contractor, as outlined in this document.  

Responsibilities:  Documents Requiring Submission:  
1.
Each enrolling site is required to submit the following regulatory documents:

a. Form FDA 1572
i. Form should list all personnel who perform significant study-related duties directly involved in the treatment and/or evaluation of participants as well as personnel who make a direct and significant contribution to the data.  In general, nurses, residents, pharmacists, fellows, and office staff who provide only ancillary or intermittent care do not need to be listed; however, a specific pharmacist who is compounding the study agent or monitoring compliance should be listed. Likewise, a coordinator who is only transcribing data and maintaining regulatory files does not need to be listed, but a coordinator who is performing critical study functions and is collecting and evaluating study data should be listed.  In most cases, statisticians should be listed on the form as well.  

ii. If the investigator holds a PhD degree, at least one investigator who holds a MD degree must be designated as a sub-investigator.

b. NCI, DCP Financial Disclosure Form
i. Form for each investigator and sub-investigator listed on the Form FDA 1572.

c. Delegation of Tasks Form
i. A separate form is to be completed for each staff member.  Each form should be initialed and signed by the staff member, and initialed by the Protocol Lead Investigator.
d. Curriculum Vitae (CV)
i. CV or NIH Biosketch for all staff listed on Form FDA 1572 and the Delegation of Tasks form. 

e. Human Subjects Protection Training
i. Certificate or similar documentation for all staff listed on Form FDA 1572 and the Delegation of Tasks form.

f. Professional Licensure
i. Documentation of current licensure as applicable for all staff listed on FDA Form 1572 and the Delegation of Tasks form.
g. Laboratory Certification
i. Current CLIA and CAP certificate for each clinical laboratory listed on Form FDA 1572.
h. Laboratory Normal Values
i. List of normal values for each clinical laboratory listed on Form FDA 1572.
i. Federalwide Assurance (FWA) Number
i. Provide the FWA number for all facilities listed in Field #3 of Form FDA 1572.
j. Institutional Review Board (IRB) Approvals 
i. Protocol (all versions) 

ii. Informed Consent (all versions)

iii. Continuing Review(s)

iv. Recruitment and/or Participant Materials

v. Investigator’s Brochure and Safety Reports.
k. Investigator’s Brochure Acknowledgment Form
i. Documentation of receipt of Investigator’s Brochure by Protocol Lead Investigator. 

Responsibilities:  Timing of Document Submission:    

Each CLO and PO site is responsible for submitting the required regulatory documents prior to study or site initiation and again throughout the duration of the study when there are updates to the documents.  Examples of updates that require subsequent resubmissions of regulatory documents include changes in key staff, IRB approvals for protocol amendments and continuing reviews, and renewal of professional licenses or laboratory certifications on file.

Responsibilities:  Process of Document Submission: 
The process for submitting documents to the DCP Regulatory Contractor is different between the PO and the CLO. The PO Site Coordinator or designee submits PO regulatory documents to the CLO Site Coordinator or designee who then, after review, submits the PO’s regulatory documents to the DCP Regulatory Contractor. The CLO Site Coordinator or designee submits all CLO regulatory documents directly to the DCP Regulatory Contractor. 

1. The PO Site Coordinator or designee submitting PO regulatory documents to the CLO will:  
a. Submit documents to the CLO Site Coordinator or designee according to agreed-upon deadlines in order to allow sufficient time for CLO review before submission to the DCP Regulatory Contractor.

b. Use SOP 1a: Transmittal Form for Submitting Regulatory Documents or comparable means to communicate which documents will be submitted.  

c. Submit documents in hardcopy or electronic format with the exception of Form FDA 1572 and the NCI, DCP Financial Disclosure Form which must be original, signed documents.

i. Email electronic documents to the CLO Site Coordinator or designee at an agreed-upon email address; and/or

ii. Send hardcopy submissions via a shipping method that allows for tracking and verification of receipt to an agreed-upon shipping address.  

d. Maintain all communications with the CLO as documentation.  
2. The CLO Site Coordinator or designee submitting PO regulatory documents to the DCP Regulatory Contractor will:
a. Review regulatory documents received from the PO for completeness, and resolve any questions or missing documentation through communication with the PO Site Coordinator or designee.

b. Maintain all communications with the PO as documentation.

c. Use SOP 1a: Transmittal Form for Submitting Regulatory Documents or comparable means to communicate which documents will be submitted. 
d. Submit documents to the DCP Regulatory Contractor in hardcopy or electronic format with the exception of Form FDA 1572 and NCI, DCP Financial Disclosure Form which must be original, signed documents.

i. Email electronic documents to the DCP Regulatory Contractor at regulatory@ccsainc.com; and/or

ii. Send hardcopy submissions via a shipping method that allows for tracking and verification of receipt to:  
CCS Associates

1923 Landings Drive

Mountain View, CA  94043

ATTN:  Director, Regulatory Affairs

650-691-4400
e. Maintain all communications with the DCP Regulatory Contractor as documentation.

3. The CLO Site Coordinator or designee submitting CLO regulatory documents to the DCP Regulatory Contractor will:
a. Use SOP 1a: Transmittal Form for Submitting Regulatory Documents or comparable means to communicate which documents will be submitted.

b. Submit documents to the DCP Regulatory Contractor in hardcopy or electronic format with the exception of Form FDA 1572 and NCI, DCP Financial Disclosure Form, which must be original, signed documents.

i. Email electronic documents to the DCP Regulatory Contractor at regulatory@ccsainc.com; and/or

ii. Send hardcopy submissions via a shipping method that allows for tracking and verification of receipt to:  

CCS Associates

1923 Landings Drive

Mountain View, CA  94043

ATTN:  Director, Regulatory Affairs

650-691-4400

c. Maintain all communications with the DCP Regulatory Contractor as documentation.  

Documentation Requirements:

Each CLO and PO is responsible for maintaining all applicable regulatory documentation and related communications in hardcopy and/or electronic files.   This documentation should be readily accessible, and may be requested by DCP, the DCP Regulatory Contractor, and/or the DCP Monitoring Contractor at any time during the duration of the study.     
Additional Information:
Refer to the DCP Acronym List to see the description of 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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