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Once all requirements are met, inform DMASC (DataManagement_CP-CTNet@frontierscience.org) in order to initiate the activation of the accruing LAO or AO in Stars. DMASC will send the accruing LAO or AO and LAO a Confirmation of Site Activation or Confirmation of Site Activation to Amendment email. Do not submit the completed checklist to DMASC.
	
[bookmark: Check3][bookmark: Check4]|_| Original Protocol		|_| Amendment
[bookmark: Text1][bookmark: Text2]Study Number and Title:      				Protocol Version:      
[bookmark: Text3]LAO Responsible for Study:      
[bookmark: Text4][bookmark: Text5]Accruing LAO or AO Name:      			Accruing LAO or AO CTEP Code:      
[bookmark: Text6]Accruing LAO or AO Principal Investigator:      

Regulatory Approvals (Enter approval dates and versions approved. If not applicable for amendment, check Not Applicable.).
[bookmark: Text25][bookmark: Text8]CIRB approval date:          Version approved:      
DCP final approval date:          Version approved:      
[bookmark: Text26][bookmark: Text24]Informed Consent (English) approval date:          |_| Not Applicable   Version approved:      
[bookmark: Check6][bookmark: Check7]Additional Informed Consent language(s)? Yes |_|    No |_|
[bookmark: Text29]   If Yes, additional Informed Consent language(s) approval date:         Version approved:      
[bookmark: Text27][bookmark: Text10]Local IRB approval date:          |_| Not Applicable   Version approved:      
In-country approval date (per local requirements for international AOs):          |_| Not Applicable   Version approved:      
Canadian AOs only: The LAO must confirm with the DCP Regulatory Contractor that Health Canada (HC) approval/No Objection Letter (NOL) was received prior to activating a Canadian AO. Date confirmation received from the DCP Regulatory Contractor:           |_| Not Applicable
Study Specific Worksheet (SSW) approval date:          |_| Not Applicable
Institutional Biosafety Committee (IBC) approval date:          |_| Not Applicable
[bookmark: Text9]Comments:      

Contract in Place
LAO confirmed that contract is in place (if not applicable for amendment, check Not Applicable):
|_| Yes 		|_| No          |_| Not Applicable
Comments:      



Study Initiation Meeting (List of attendees, topics/agenda, and materials should be on file in the Trial Master File and electronic or paper regulatory binder. For more information, refer to SOP 01-02 Study Initiation Meeting and CP-CTNet Study Initiation Meeting Report. If not applicable, such as in the case of an amendment, check Not Applicable.).
[bookmark: Text13]Date:          |_| Not Applicable
[bookmark: Text14]Comments:      

Systems Access and LAO Staff Contact Information (The LAO Coordinator requests their own Portal Gateway account and proxy-requests Portal Gateway accounts and DMASC systems (Stars registration/randomization system, Medidata Rave electronic data capture system, Audit System, etc.) access for all other LAO and accruing LAO and AO staff. For more information, refer to USRMAN02 Public Website and Portal Gateway Overview and User Registration Guide. The LAO Coordinator also provides DMASC with contact information for LAO staff who should have access to the Stars Reserve PIDs module as well as who should receive Stars email confirmations, enrollment reports, and protocol deviation notifications. If not applicable for amendment, check Not Applicable.).
Requested Portal Gateway accounts for LAO Coordinator and all other LAO staff:
|_| Yes		|_| No          |_| Not Applicable
Notified DMASC of LAO staff who should have access to the Stars Reserve PIDs module:
|_| Yes		|_| No          |_| Not Applicable
Notified DMASC of LAO staff who should receive Stars email confirmations and enrollment reports:
|_| Yes		|_| No          |_| Not Applicable
Notified DMASC of LAO staff who should receive protocol deviation notifications:
|_| Yes		|_| No          |_| Not Applicable
Requested DMASC systems access for LAO staff:
|_| Yes		|_| No          |_| Not Applicable
Requested Portal Gateway accounts for accruing LAO or AO staff:
|_| Yes		|_| No          |_| Not Applicable
Requested Stars Treatment Assignments module access for accruing LAO or AO pharmacist(s):
|_| Yes		|_| No          |_| Not Applicable
Requested DMASC systems access for accruing LAO or AO staff:
[bookmark: _Hlk87731039]|_| Yes		|_| No          |_| Not Applicable
[bookmark: Text22]Comments:      

Regulatory Documents  
LAO confirmed with the DCP Regulatory Contractor that all essential records have been prepared and submitted (For more information, refer to SOP 01-01 Essential Records Submission for Sponsor’s Trial Master File. If not applicable for amendment, check Not Applicable.):	 
 |_| Yes 	|_| No          |_| Not Applicable
[bookmark: Text15]Comments:      

[bookmark: _Hlk158811710]Study Drugs (if not applicable for amendment, check Not Applicable).
[bookmark: Text16]Drug Shipment Authorization (date the DCP Regulatory Contractor authorized drug shipment):           |_| Not Applicable
[bookmark: Text17]Date drug shipment received at accruing LAO or AO:             |_| Not Applicable
[bookmark: Text18]Comments:      

General Comments
[bookmark: Text19]     

[bookmark: Text20][bookmark: Text21]Completed By: Name:      						Date:      
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