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(5) @@
RESEARCH PROPOSAL

1- Research identification:

* Title.
* Investigators ~ (Name & Address)
* Ingtitution (Name & Address)

2- Description of Research:

2.1- Introduction:
* Background and Rationale.
* Previous relevant studies.
2.2- Objectives (main and subsidiary).
2.3- Design and methodol ogy:
* Nature of the study (descriptive, clinical trial, operational,
cohort, epidemiological .... etc.).
* Study subjects:
- Target population.
- Sample size (sample size calculation).
- Characteristics of subjects (inclusion and exclusion
criterias).
- Controls (Random matched controls, matched comparison
group or population as a control).
* Description of the drugs and devices to be used.
* Study instruments.
* Endpoint measures.
* Data management and analysis.
* Duration of the research and time table.
3- Expected outcomes.

4- References.
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5- Budget.

6- Ethical considerations:
* Risk — benefit assessment.
* Confidentiality.
* Statement describing the research procedure to be given to the
participants.
* Informed consent.
* Other ethical concerns:
- The research should be conducted only by scientificaly
gualified and trained personnel.
- The research should be based on relevant pre-clinical
Investigations in animals.
- The consent form must be provided with the proposal.

N.B.: The proposed study must be carried out in accordance with existing
guidelines, which have been approved by Medical Ethics Committee,
School of Medicine, Assiut University at 11/2009.
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