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	Complete this application form for Ancillary and Sub-study Proposals that request access to subjects (including studies that request additional or new tests or sample collections).  This application form SHOULD NOT be used if the request is for samples from the TrialNet ARCHIVE.  Use the ARCHIVED SAMPLES REQUEST APPLICATION form is samples from the archive are needed.  You may attach additional information, such as grant applications, manuscripts, etc. as needed, there are no page limits.  The application should be forwarded to the TrialNet Coordinating Center.   The request will be reviewed by the Ancillary Studies and other TrialNet Committees as needed.   Refer to the TrialNet Ancillary and Sub-study Policies for a description of the definition and requirements for proposals.  


	Mailing Address:
	TrialNet Coordinating Center (Attn: Julie Ford)
Pediatrics Epidemiology Center
University of South Florida
3650 Spectrum Blvd., Suite 100
Tampa, FL 33612
	Phone:
	(813) 396-2688

	
	
	E-mail:
	julie.ford@epi.usf.edu


STUDY INFORMATION
	

	
Title: 
	

	

	Principal Investigator: 
	

	

	Co-Investigator(s): 
	

	

	Institution: 
	

	

	   Type of Study:
	 1
	Ancillary Study
	 2
	Sub-study

	

	 Title of TrialNet Protocol for which this is an ancillary or: substudy
	

	

	Date Submitted for Review (month/day/year):
	

	

	If an ancillary study proposal, provide a summary of the funding resources available or anticipated for the study and source (include any information on deadlines for review/submission, if applicable):

	
Is this submission a revision of a previously submitted application?  If yes, please indicate date that application was last reviewed.  Also, include in this revised application, a point by point response to the prior critiques



SUMMARY OF PROPOSAL
	

	Provide a brief summary of the following points:


	

	1. The study you are proposing (or attach an abstract):

	

	






	

	2.  A description of additional volumes of blood or other specimens required from subjects, additional assessments/data collection, procedures to be carried out and the expected length of clinic visits (include a schedule of assessments (rows) by study visits (columns)):

	

	


	




SUMMARY OF PROPOSAL (CONT.)
	

	3. A summary of the scientific merit of the proposal: 

	

	

	

	4. Provide an assessment of the potential impact of the study on the main TrialNet protocol and TrialNet resources:

	

	

	

	5. Describe the data from the primary study that will be needed to carry out the analyses for the proposed study:

	

	

	

	6. Discuss the measures that will be taken to ensure subject safety and confidentiality:

	

	

	

	Please ensure that your written proposal addresses the following issues:

	

	· A description of the materials needed for the study and their source.

	

	· The techniques and assays essential to the proposed study are well established in the investigator’s laboratory.

	

	· A description of the role and qualifications of each of the participating investigators.

	

	· The proposed study includes a member of TrialNet as an investigator or co-investigator (not needed for application, if you do not have a collaborator one will be appointed for you if access is approved).















	Signature of Applicant:
	__________________________________________________________
Signature                                                                                                             Date
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