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Division of Cancer Prevention (DCP) Policy for Adding a Participating Organization (PO) to the Organizational Roster of a Consortium
Policy Statement: Modifications to the organizational roster for a Consortium Lead Organization (CLO) must be requested in writing by the Consortium Principal Investigator and approved by the DCP Consortium Project Officer. Modifications to the CLO organizational structure include the following: 


Adding a participating organization (PO) including affiliates if appropriate

Removing a participating organization (PO) 

A request to add new participating organizations (POs) must be submitted to the DCP Consortium Project Officers independent of the Letter of Intent (LOI) review cycle.  Proposed participating organizations should not be included as a performance site in a LOI proposal until approved by DCP.
The participation of organizations across CLOs to improve recruitment for studies will be addressed as needed. 
Purpose:   To define the process for adding an institution as a Participating Organization (PO) to the roster of a Consortium Lead Organization (CLO)
Scope:  Applies to all DCP Chemoprevention Consortia

Background:  Soon after contracts were awarded, DCP developed guidelines for defining the organizational structure for the DCP Chemoprevention Consortia.  These guidelines were created to standardize the process for acquiring organizations that would contribute to the scientific mission of DCP and augment accrual to protocols developed by the CLO.  A review of candidate POs will be essential for ensuring the quality of clinical trials implemented through the DCP Chemoprevention Consortia
Procedure: 

Submission of Candidate PO
      1.  The Principal Investigator (PI) for the Consortium Lead Organization (CLO) must submit a written request to add a Participating Organization (PO) to the CLO roster. This request should be submitted to the DCP Project Officer assigned to that consortium 
2. This request must be submitted independent of the LOI review cycle.  A candidate PO should not be included as a performance site in an LOI submission until the site is approved by DCP.
3.  The following documentation must be submitted to the relevant DCP Consortia Project Officer 
1. A written request from the Principal Investigator (PI) for the Consortium Lead Organization (CLO) to add a specific institution to their roster as a PO.  If appropriate, this request should also list any affiliate organizations that will be components of this Participating Organization. 
2. In addition to the written request the following items should be included in the submission: 
a. Description of the qualifications of the candidate PO to the protocol related activities of the Consortium (Ref: Statement of Work, Sections B.1 and B.4.).  These qualifications may include but are not limited to the following:
· clinical skills and expertise of the investigators and other staff in completing multi-institutional clinical prevention trials,

· ability to accrue appropriate/targeted populations,

· administrative and data management capabilities to support the management requirements for the Consortium,

· laboratory and staff resources to support translational research and correlative studies, 

· quality of performance when participating in clinical trials research, i.e. timely accrual to clinical trials, minimal deficiencies noted during site monitoring visits, etc.

3. A Letter of Commitment from the Site Leader at the candidate PO declaring a willingness to contribute to the prevention clinical trial activities of the  Consortium

4. A CV or biosketch of the Site Leader at the candidate PO.
DCP Candidate PO Review Process

1.  The DCP Consortia Project Officer will review the submitted documentation to determine if the addition of a candidate PO is adequately justified.  

2.  The following criteria should be considered during this review to assess the merits of the candidate PO for inclusion on the CLO roster:

· Adequacy of the scientific and recruitment/retention history to complement and/or expand the capabilities of the Consortium

· Availability and adequacy of facilities and qualified staff to support the Consortium’s objectives

· Access to relevant study populations 
· Level of experience in participant recruitment and retention in clinical trials

· Past performance when participating in multi-center clinical trials

· Issues such as  competing commitments to other clinical trials or groups

3. The DCP Consortium Project Officer will share the results of this review with the DCP Associate Director for Clinical Research.  Based on this review, the DCP Associate Director for Clinical Research will make the final decision as to the disposition of the candidate PO’s application.

Notification of Results for Request to Add a PO

1.  The DCP Consortia Project Officer will notify the Principal Investigator (PI) for the Consortium Lead Organization (CLO) of the results of the review via e-mail and/or letter, with a copy sent to the DCP Protocol Information Office (PIO), the relevant oversight person for the DCP Chemoprevention Consortia and to the DCP Associate Director for Clinical Research.

1. Approval of Addition of Participating Organization 

a. Should this approved Participating Organization be added as a protocol performance site, a protocol amendment must be sent to the DCP PIO. The Consortium Lead Organization will then collect the required regulatory and administrative documents from the Participating Organization (and affiliates if appropriate) and submit to the DCP Regulatory Contractor (as specified in the Statement of Work, Section B.12.a.4)  These documents include the following: 

1. Principal Investigator Form FDA 1572, bio-sketches and
    Sub-Investigator bio-sketches
2. Current medical licenses

3. Any additional documentation that may be required by a 


    pharmaceutical partner.

4. IRB approval of protocol and consent forms

5. IRB review and approval of promotional materials

6. IRB committee membership roster (if requested)

7. Lab certifications (CLIA, CAP)

8. List of lab normal ranges

9. Delegation of authority form, as appropriate

10. Certification of “Required Education in the Protection of Human 

      Subjects”

11. Contact information for the study coordinator and key personnel

12. Current medical licenses
b. DCP PIO will assign a NCI institution code and a three digit Consortia Identifier to the approved Participating Organization and affiliate noted in the approval notification from the DCP Consortium Project Officer. The NCI institution code and the Consortium Identifier will be provided on the approval letter sent to the Consortium Lead Organization (CLO). The three digit Consortium identifier will be used to create Participant Identifiers (PIDs), which will be assigned to persons participating on a trial. This PID must be recorded on all paper and electronic case report forms.
c. DCP PIO will maintain the roster of organizations for each CLO and will make modifications based on the approval status of the request. NOTE: DCP PIO will not enter or track Site Leaders.
d. DCP PIO will disseminate this amended roster to Medical Monitors, Scientific Monitors, Research Nurses, Regulatory Contractor, Monitoring Contractor and others as directed.

2. Disapproval of Addition of Participating Organization 

a. In an e-mail or letter to the Principal Investigator (PI) for the Consortium Lead Organization (CLO), the DCP Consortium Project Officer will document the reason(s) for not approving the addition of a new Participating Organization. 

b. The Lead Organization may be given the opportunity to address the problem areas identified during review and resubmit their request to add the organization to the roster.  A due date for resubmitting the request (and the appropriate documentation) will be specified by the DCP Consortium Project Officer in the disapproval document.  All resubmitted requests should be sent to the DCP Consortium Project Officer 
c. Resubmitted requests will be subjected to the same review process as the original submission.   

Retention of Correspondence for PO Addition
1. The DCP Consortium Project Officer will retain a copy of all electronic correspondence in a designated file on the DCP Group L drive.
2. If applicable, the DCP Consortium Project Officer will retain a copy of all paper correspondence in the file for the CLO contract. 
Approved by : ____________________

Approved date: _____________________

Suggested template letter to the CLO requesting the addition

DHHS Letterhead

Date
Consortium PI Name

Role

Address

Institution

City, State, ZIP

RE: Contract number

Dear (NAME):


Thank you for the submission of your recent packet requesting the addition of a new Participating Organization (PO) to the (NAME of CONSORTIUM) roster. Your request, the Letter of Commitment, and the curriculum vitae of the proposed Site Leader have been reviewed. The Division of Cancer Prevention staff is pleased to approve the (NAME OF APPOVED ORGANIZATION) as a Participating Organization in the (NAME) Phase I/II Cancer Chemoprevention Consortium). In our records, Dr. (FIRST AND LAST NAME) will appear as the Site Leader for the (NAME OF APPOVED ORGANIZATION).


To facilitate data transfer systems in DCP, the DCP Protocol Information Office (PIO) has assigned the following identifiers to (NAME OF APPOVED ORGANIZATION) (and affiliates if appropriate):

· NCI Institution Code:



· Consortium Site Identifier:



The three digit Consortium Site Identifier will be used to create Participant Identifiers (PIDs) for study participants. The PID must be recorded on all paper and electronic case report forms.  At the time that you submit a protocol amendment or a new protocol with (NAME OF APPOVED ORGANIZATION) as a protocol performance site, you must provide appropriate regulatory information, which will include the Federalwide Assurance number for (NAME OF APPOVED ORGANIZATION).  The specific list of regulatory requirements will be provided to you when (NAME OF APPOVED ORGANIZATION) is added as a protocol performance site.  If you need additional information concerning this process please contact the PIO at: 

NCI_DCP_PIO@mail.nih.gov   

The (NAME) Phase I/II Cancer Chemoprevention Consortium has an established, previously approved Multi-Institutional Monitoring Plan (MIMP).  At this time, please review and follow all administrative, pre-activation, and active protocol-related activities as indicated in the MIMP.

Regards,

NAME OF DCP Consortium Project Officer 

cc:

Leslie Ford

Elizabeth Dean

Eva Szabo

Anne Tompkins

(NAME of DCP Consortium Co-Project Officer)

PIO


