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(Length estimated to be about 10 pages)

STUDY TITLE:
LEAD INVESTGATOR(s)/CONCEPT DEVELPMENT TEAM: 

SUMMARY OF PURPOSE AND RATIONALE:

Specify the principal aim(s)/overall goal, scientific rationale, brief relevant background.  For pilot or Phase I/II trials describe critical pathway to efficacy/effectiveness evaluation.  Indicate relevance to the goals of the HPTN; about ¾-1 page.

STUDY OBJECTIVES:

Specify primary and secondary objectives; about ½ page; bulleted format preferable.  
DESIGN:

Specify the type of study proposed, e.g., randomized, controlled Phase I, IIA, IIB, or III clinical trial, behavioral intervention study, observational cohort study; nested case control study, etc.; about ¼ - ½  page.

Description of the  INTERVENTION(S) (if any):

Describe intervention (e.g. drug/regimen, counseling program) and study arms, including control/comparison group, if applicable; about ½ to 2 pages.

ENDPOINTS:

Specify the primary study endpoints such as HIV seroconversion, dose-limiting toxicity, specific behavioral outcomes (either primary or secondary endpoints); about ¼ page.  These should correspond to the objectives presented earlier.
STUDY POPULATION:

Specify estimated study size, key inclusion and exclusion criteria, recruitment source(s), and other salient characteristics; about ½ - 1 page.

STATISTICAL CONSIDERATIONS:

For the primary study objective(s) provide estimated sample size, comparison groups, estimate of effect size, etc; about 1 to 2 pages. (Note: Concept development team should consult SDMC or include SDMC rep.)
PARTICIPATION REQUIREMENTS:

Specify the number/schedule of visits and duration of follow, as well as biological specimens and key clinical or behavioral data to be collected (including any invasive procedures for specimen collection.); about ½-1 page.

PARTICIPATING SITES/INSTITUIONS:

Specify the proposed study sites/investigators, if known; specify any special requirements of the central network partners (e.g., special assays to be done at CL); specify other collaborating organization(s) and pharmaceutical companies); about ½ -1 page.

ETHICAL CONSIDERATIONS:

Identify any special ethical issues that may be associated with the proposed study or its design. Comment on the practicality and sustainability of the intervention for the target population, if shown in this or subsequent studies to be effective.  About ½-1 page. 

PRODUCT-RELATED CONSIDERATIONS:
Is an investigational (unlicensed) product to be tested in the study or a licensed product to be used for an unlicensed indication?  What level of support by the manufacturer is anticipated?  Are there product availability issues that might affect the study timeline? About ½ page.

STUDY DURATION AND TIMEFRAME: 

Specify expected duration of accrual and follow-up, and any contingencies for development/implementation (e.g. final product selection or dosage to await results of ongoing study); about ½ page.

01 June 2006

[image: image1.png]