Concept Sheet Number: [Assigned following submission to IMPAACT]

IMPAACT Network Concept Sheet 
Please submit the completed concept sheet to the IMPAACT Operations Center for consideration by the IMPAACT Network using this email address: impaact.capsubmissions@fstrf.org. Upon receipt, the IMPAACT Operations Center will contact you to provide information concerning the next steps. As further described in the Network Manual of Procedures, Section 9, concept sheets should be approximately 5–10 pages in length, exclusive of cost and references.
Please provide the following information:
Concept Submitted by: [Name and email address]
Date Submitted: [DD MMM YYYY]
Scientific Area: [Check one]
	Brain and Mental Health
	(   )
	Therapeutics 
	(   )

	Cure and Immunotherapy
	(   )
	Tuberculosis
	(   )


Title of Concept Sheet:  
Proposing Investigator(s): [Include name, address, phone number, email; also include proposal for leadership of the protocol, including the proposed protocol chair and vice chair.]
 FORMCHECKBOX 
 Check here to attest that all listed investigators are supportive of this proposal.
Lay Summary: [The lay summary should be as concise as possible (ideally limited in length to 1–3 paragraphs), written in a 6th to 8th grade language level.]
Rationale:
Background:
Primary Objectives:
Secondary Objectives:  

Hypotheses:  
Design:  
Population: [Include major inclusion/exclusion criteria and whether co-enrollment in other studies is allowed.]
Study Intervention/Product Regimens: [Outline the regimens, including doses and duration; indicate status of pharmaceutical support and if there are any product availability issues.]
Sample Size and Accrual: [Include the approximate sample size to address the primary objective(s).]
Primary and Secondary Outcome Measures:  

Study Duration: [Include timeline for both enrollment and follow-up.] 
Laboratory Assays:

Potential Study Sites:  
External Support, Collaboration, and/or Funding: [If external support, collaboration, and/or funding are anticipated, please describe.]
Scientific Committee: 
[Assigned following submission to IMPAACT]
Page 1 of 2
Version Date: [DD MMM YYYY]


