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Goal: To define the official OEWG Start Date for studies included in the CTEP OEWG process based on document type and the required review process for the document. 

The OEWG Start Date will be used to calculate the target timeline and the absolute deadline for all studies included in the CTEP OEWG process. 

Policies/Definitions:

1. OEWG Start Date: The baseline date from which the absolute and target timelines are calculated.  Depending on the submission type, the OEWG Start Date will not always be the receipt date.

2. For all unsolicited LOIs, the OEWG Start Date is the date of receipt by the NCI Protocol & Information Office (PIO).    (Note: LOIs submitted as a result of pre-solicitation follow the unsolicited LOI timeline.)
3. For all LOIs in response to a Mass Solicitation, the OEWG Start Date is the Mass Solicitation due date. All LOIs in response to a mass solicitation will be given the same OEWG Start Date regardless of the actual submission date.  (Note:  Cooperative Group LOIs > 100 pts that are in response to a mass solicitation are still considered LOIs, not Concepts.)

4. For all Concepts reviewed by a Steering Committee, the OEWG Start Date will be the date of the initial, actual Steering Committee review, regardless of the actual submission date. (Please note that the secure Timeline Reports website will use the planned Steering Committee date as the OEWG Start Date until the actual Steering Committee date is entered.)

5. For all Concepts that do not yet have a Steering Committee, the  OEWG Start Date will be the date of the initial, actual Concept Review Meeting (for phase 3’s) or the initial, actual Protocol Review Committee review (for Group phase 2 Concepts).  
(Note: Whereas Cooperative Group phase 2’s > 100 pts are considered Concepts, non-Group phase 2’s > 100 pts are still considered LOIs.) 

6. For phase 2 studies that CTEP requests be developed prior to the completion of a phase 1 study, the OEWG Start Date for the phase 2 study will be the date on which the phase 1 dose is determined.  This type of phase 2 is submitted as a separate protocol, as opposed to a phase 1/2 study, which is a single protocol.

