This template is based on a prior study protocol which received positive review from the NIH Medical officer. Some revisions will need to be made to suit the nature of your project.  Please adjust your answers to fit your own study protocol.  
TITLE: 
INVESTIGATORS AND INSTITUTIONAL AFFILIATIONS:
COLLABORATING INSTITUTIONS:
(Name, organization, Role on Project) 
ABSTRACT:
· Aim 1
· Aim 2
BACKGROUND:
JUSTIFICATION:
· State why this study is justified for Country
HYPOTHESIS:
· State your hypothesis
GENERAL OBJECTIVES:
State objectives in order:
1) 
2) 
3) 
STUDY DESIGN AND METHODOLOGY:
Overview
· This study will use a ____________design
· Insert a table to indicate your study group
· Explain Study site (geographical)
Study populations – explain
· Screening questionnaire OR other instruments – explain
· Criteria For Inclusion of Subjects
· Criteria for exclusion subjects 
Sampling
· Sample size determination 
Recruitment Procedures
· Survey questionnaire, if applicable 
· Enrollment procedures – explain
· Procedures
· Data Collection methods
· Pilot test for survey development
The researcher will ask participants questions about the following topics:  All If applicable
· Demographic characteristics of households, such as age, education level and marital status 
· Socio-economic characteristics such as employment status and livelihood strategies 
· Experiences with HIV care and treatment
Ethical considerations
Supplemental laboratory evaluations
Human subject involvement and characteristics
1. Involvement of human subjects – include if there is a parent project in place.
a. Size of cohort
b. How will data/research be collected, how will it be managed, stored and/or protected.
c. Describe how you will carry out local dissemination of the findings of research proposed under Aim 1 and Aim 2
d. Describe your pilot test instruments 
e. Recruitment and retention plan 
f. Collaborating institutions
g. Sources of Materials – Case control studies – Quantitative/qualitative data explain
i. Explain procedures for collecting samples
h. Survey Data if applicable – describe your surveys
i. How long 
j. Where will they take place
k. Using portable tablets or other devices, explain
l. Will you be using supplemental printed materials
(1) IF applicable 
(2) Case study instruments
Data management and security – Describe How will you store human subject data
Potential Risks
Data and Safety Monitoring Plan 
Data Management:
· Study data management
· Data quality and management
Data analysis for each Aim
· Research Design
· Sample selection, attrition and sample-based adjustment to loss to follow up
· Measures of demographics
· Data collection methods
· Statistical analysis plan for Specific Aim – describe analysis and missing data
· Identification of measures for insulin resistance
· Identification of typologies of trans life 
TIME FRAME / DURATION OF THE PROJECT
Insert table Aim 1 – develop …. Aim 2 Estimate the impact… etc. IF applicable 
EXPECTED APPLICATION OF RESULTS
REFERENCES






