PAGE  
SEP2019
[image: image1.png]§ mVFI):’-rrel:(lenﬂon

Trials Network





	LOC Resources Form
Please complete checklist if LOC resources are required for an Ancillary Study 

	1.  Application Date
	

	2. Name of Proposed Study
	

	3.  Number and title of primary HPTN study to which the proposed ancillary study or activity is linked
	

	4.  Name and contact information for proposing HPTN member (include institutional affiliation/email/phone)
	

	5 Administrative help with scheduling calls—administrative assistant only, Does not include involvement of Clinical Research Manager (CRM)
	 FORMCHECKBOX 
 Yes, during protocol development only (less than 5 calls)

 FORMCHECKBOX 
 Yes, during protocol development only (more than 5 calls)

 FORMCHECKBOX 
 Yes, during protocol development and ongoing  for the life of the study
 FORMCHECKBOX 
 No


	6) Need CRM for the project
	 FORMCHECKBOX 
 Yes (complete items 6a-6e) below
 FORMCHECKBOX 
 No; 



	6a) Coordination of ancillary study protocol writing by CRM
	 FORMCHECKBOX 
 Yes 

 FORMCHECKBOX 
 No



	6b) Regulatory submissions to HPTN and DAIDS Review committees 
	 FORMCHECKBOX 
 Yes 

 FORMCHECKBOX 
 No



	6c) Project management of study implementation beyond protocol generation (e.g. involvement in study procedure development, oversight of site implementation, regulatory filing etc.)

	 FORMCHECKBOX 
 Yes, Explain type and amount of help needed
 FORMCHECKBOX 
 No



	6d) Coordination of manuscript writing
	 FORMCHECKBOX 
 Yes 

 FORMCHECKBOX 
 No; 



	6e) Any additional CRM involvement
	 FORMCHECKBOX 
 Yes, Explain type and amount of assistance needed
 FORMCHECKBOX 
 No; 



	7) Required assistance with budget process
	 FORMCHECKBOX 
 Yes, Explain type and amount of assistance needed

 FORMCHECKBOX 
 No; 



	8) Total LOC FTE required
	Administrative help     __  FTE
CRM help                   __  FTE
Help with Budget        __  FTE
Total:                         ___ FTE

	Sign off from HPTN Project Director at LOC
	

	Sign off from Protocol Chair of main study
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