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Title
Contact details for:
· Chief Investigator
· Principal Investigators

· Co-investigators

· Sponsor

CHAPTER 1
Background & rational
1.1 Magnitude of problems (incidence or prevalence)
1.2 Disease burden or impacts

· Mortality

· Morbidity

· Disability

· Quality of life

· Cost of illness

· Why are you researching the area?

· What is already known on this subject & gap of knowledge?

Summarise the state of scientific knowledge on this subject before you did your study and why this study needed to be done. Be clear and specific, not vague.

· What will this study add?

What results will we expect to see?

1.3 Research question

1.4 Research objectives

CHAPTER 2
Literature review
2.1 Definition
2.2 Conceptual framework
Chapter 3
methodology
3.1 Study designs, setting & period of the study

3.2 Study subjects

· Inclusion/exclusion criteria

3.3 Randomisation

· How to generate randomization sequence

· Concealment

3.4 Blinding

3.5 Variables & measurement

· Treatment and comparator protocol

· Outcome factors

· Confounders

3.6 Data collection

· How will data be collected

· Case record forms (CRF)

· Training

· Monitoring

· Follow up time

3.7 Sample size estimation

3.8 Data analysis

· Plan for database & management

· Describe in detail how data will be analysed

· Dummy tables

Chapter 4
EthicS considerationS
4.1 Informed consent if needed
4.2 Submit to the ethics committee for approval

Chapter 5
BUDGET
Chapter 6
TIMEframe
Chapter 7
Appendix
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