Error! No text of specified style in document.

Error! No text of specified style in document.

[image: image1.jpg]B

HIV VACCINE

T RI AL S N ETWORK




[Insert title of proposed ancillary study]
[INSERT TITLE OF PARENT PROTOCOL]
MACROBUTTON NoMacro [Month] MACROBUTTON NoMacro [XX], 200MACROBUTTON NoMacro [X]
Name of Applicant: 







Address:  








Phone: 




Fax:




E-mail: 





Project Team: 
HVTN Investigator(s): 






Participating HVTU(s):








Non-HVTN Collaborator(s): 




If applicant is not an HVTN member, indicate if you have a preferred HVTN member contact who will facilitate the collaboration (specify below)?

HVTN Member: 




Phone: 




Yes 
No


□
□
Participant specimens (requires participant consent)


□
□
Study is related to HIV or HIV vaccines





□
□
Participant interview data (requires Statistical and Data Management Center approval)


□
□
Other data collection (requires Statistical and Data Management Center approval)

Background and Rationale

macrobutton nomacro [Insert text]  Study rationale, relevant background information, implications of prior research, anticipated relationship and contribution of proposed study to HVTN research agenda.
Proposed study
Study hypotheses and objectives
macrobutton nomacro [Insert text] The primary hypotheses
macrobutton nomacro [Insert text] The major study objectives
Study design/methods
macrobutton nomacro [Insert text]  Outline the study design, including, as appropriate, details regarding: 1) type of study (observational, intervention); 2) number of participants, 3) inclusion and exclusion criteria; 4) additional procedures, training, and/or supplies required, 5) specimens required, 6) interviews to be done 7) other data collection required and 8) level of SDMC, HVTN lab, or other HVTN involvement/support required.
Planned tests

macrobutton nomacro [Insert text] Indicate planned tests, including type, volume and number of specimens required (drug assays, immunologic and virologic tests, unique and/or costly tests, etc). 

Specimens Required
macrobutton nomacro [Insert text] Include a detailed description of the specimens required for this study including specimen type, study time points, group or arm of study, etc. 
Planned questionnaires

macrobutton nomacro [Insert text] Indicate planned additional questionnaires or interview data (type of interview data, specifics on questions and measures to be used)

Study population/co-enrollment

macrobutton nomacro [Insert text] Comments on whether this is a stand alone study or involves co-enrollment in other protocols (specify protocols). Specify recruitment procedures.
Impact on parent protocol(s)

macrobutton nomacro [Insert text] Describe how the proposed ancillary study affects the parent protocol(s). Include a description of any potential impact on the objectives and analyses to be done in the parent protocol(s).
Statistical issues/sample size estimate and rationale
macrobutton nomacro [Insert text] Specify an analysis plan and include the required sample size. If appropriate, provide power calculations for primary objectives.
Study duration per participant
Study budget

macrobutton nomacro [Insert text] If funding is to be requested, please include a detailed budget for all study-related costs for which you are requesting funds..

Other Approvals:

SDMC:______________________________________________________________Date:____________
Laboratory: _________________________________________________________ Date:____________
Budget
On a separate sheet, include line item budget (including cost estimates from Statistical and Data Management Center, HVTN clinical research sites, and/or Laboratory Program) and budget justification (including justification for appropriateness of using any HVTN funds). If relevant, provide information on other funding opportunities explored and/or potential or confirmed co-funding with other sources.
Please fill out the application to the best of your ability and email to: Amelia Carmon, acarmon@fhcrc.org.
If you would like advice or clarification regarding the content of the proposal please contact:

Cristine Cooper, cjcooper@fhcrc.org, or John Hural, jhural@fhcrc.org. 
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