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It is not a template to be used before you have put a lot of thought into your research question, or before you have discussed your study with a biostatistician or before you have selected and discussed your research with your mentor
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SUMMARY

This is a short summary (usually 1-2 pages) of the project proposal and is only written after the rest of the proposal has been completed. Do not use abbreviations or insert tables, figures or references into the summary.   The summary should contain the following sub-headings:

Background/Literature review:

Research questions, hypothesis, objectives:

Methods including all the major aspects:
Ethical considerations:
FULL PROPOSAL – Check how long this should be and stick to the guidelines 
1. LITERATURE REVIEW

See Step 3
2. Defining the research 
Research question 

See Step 4
Frame the research question in terms of the problem (outcome) and factors influencing the problem (determinant). 

Hypothesis 

State the hypothesis (statement of association) Ha: There is an association between determinant and outcome.
State the null hypothesis (statement of no association) Ho: There is no association between determinant and outcome.

Example of research question, hypothesis and null hypothesis:

If the research question is: Is a child who is HIV+ more likely to have pneumonia than a child who is HIV-?

This is transformed to an hypothesis as follows:  There is an association between being HIV+ and having pneumonia.

The null hypothesis is: There is no association between being HIV+ and having pneumonia.

The hypothesis is made up of two factors - the main variable namely HIV status and the main outcome namely pneumonia.

Statistical methods are used to either prove or refute the null hypothesis.

Two-by-two table (if you do a comparative study)

See also Step 5
It is a good idea to include your two-by two-table showing key determinant and outcome during the initial phases of proposal development to assist you with clear and disciplined thinking and developing the various components of the proposal.  Once the proposal is completed, the 2x2 table can be deleted.

The two-by-two table is an easy way to think clearly about the association between the main variable and the main outcome.

The outcome variable (the problem you wish to study e.g. pneumonia) is placed at the top of the table and the exposure variable (the key determinant e.g. HIV status) at the left side of the table.  The table is constructed such that the worst event (HIV+ and pneumonia – the result ‘yes / yes’ to the presence of the two variables) is in the upper left box and the best event (HIV- and no pneumonia – the answer ‘no / no’ to the presence of the two variables) in the lower right box.  It is important to get into a habit of placing them this way to avoid confusion when seeing the results of the statistical analysis and to interpret the results of the study in the correct
Aims and objectives (if you do a descriptive study)
List the specific aim / purpose / goal of the project.  Identify the objectives that will be required to achieve this aim.  Include secondary objectives where required.
3. Study Methods 

This is the recipe for your research and enables you to write down and discuss with your mentor exactly what you want to do. It also enables anyone reviewing the research (like the ethics committee) and later when you publish your results, to repeat the study in another location or time.  In this part of the research proposal, it is essential to be comprehensive and precise and you have to define each term used, describe exactly how the data will be collected and managed and how it will be compared to make a scientific conclusion. 

Study setting 

Describe the place where the research will be undertaken – in Tygerberg Children’s Hospital, or in a specific clinic or in Brooklyn Chest Hospital etc. Describe briefly what type of management and care is normally given to the children that you will include in your study. By reading this section, someone outside the situation (in another country, in another hospital) should be able to understand the study setting and how it is similar or differs from their own setting.  For example would the management, care and diagnosis of HIV and pneumonia and the type of children admitted to the hospital be the same in Tygerberg Children’s Hospital, Brooklyn Chest hospital, Paarl Hospital and Great Ormand Street Hospital? In order for the reader of your published article to understand the context and setting of your research, it is important to describe the setting accurately and in detail.

Study design 

Describe the study design e.g. cross-sectional study, cohort study, case control study and provide the rationale for selecting this type of study design. (Step 5)
Target and study population 

See Step 7 and remember PICOT
Describe the target, accessible and study populations. List the inclusion and exclusion criteria for participation in the study. If you study the association between HIV and pneumonia, the target population is all the children in the whole world. You can of course not study all these children because you have access only to the children in (for example) Tygerberg Children’s Hospital (the accessible population). You will then select to include (for example) all children of a certain age over a certain period in Tygerberg Children’s Hospital who had an HIV test done and who have information on whether or not they have pneumonia (the study population). It is essential to remember that your results and conclusion will be true only for the children selected for your study from Tygerberg Children’s Hospital (study population) and not for all the children in the whole world (target population)
It is important to clearly state which children will be excluded and to ensure that you will not bias the study by excluding certain children

Sampling 
If you want to select a sample from the study population you have to discuss this with a biostatistician before you finalise your proposal. It is not good enough to state in proposal “a biostatistician will be consulted”.

The biostatistician will help you to describe the sampling frame and how the study sample will be drawn.  You have to discuss with the biostatistician which assumptions should be used in calculating the sample size.  

Use your time with the biostatistician as a learning opportunity. 
Sample size and power
For this section you need to talk to your statistician. See Step 6
Variables, definitions and data sources 
See Step 11 and Appendix 6
In this section you describe what you will collect. Mention the most important variables that you will collect in the proposal. As an appendix list all the variables that will be collected and for each, classify the type of variable, define the variable precisely and indicate the source from which that variable will be collected (case rerpot form (CRF), questionnaire, data dictionary).

Data collection 

See Step 11 and Appendix 6
In this section you describe how you will collect the data. You basically have two opotions:

· Paper questionnaire/case report form (CRF)

· Electronic data capture device (like a tablet).  
Clearly state if you are going to do any additional tests or anything that is not standard of care.

Clearly define each variable

The detail of the variables you are going to collect, the CRF, the data dictionary should be added as appendices
Data management 

See Step 11 and Appendix 6
Describe the process of collecting, capturing, storing and preparing the data for analysis.  Indicate how ethical standards specifically how the confidentiality of data will be maintained.

Discuss data flow logistics and any standard operating procedures that will be developed.  Indicate what database will be used.  Indicate how data will be backed-up and stored.  

Data analysis plan 

Discuss this with the biostatistician and indicate the planned analysis of the study population, the statistical tests that will be used and indicate whether an analysis of sub-population will be undertaken and any potential confounders identified.
4. ETHICAL CONSIDERATIONS

See Step 9
Remember to check for:

· all possible ethical issues 

· informed consent? If so, include a ‘Participant Information Leaflet’ and ‘Consent Form’ as an appendix to the proposal.

· If no informed consent – then state justification for this and formally request a waiver of informed consent from the ethics board / committee.

· Indicate who the custodians of the records are, and that permission to use the data will be sought from them. 

· State which Ethics Committee you will submit to
· Submission to other committees for permission to do study – e.g. Tygerberg Hospital or Provincial Health research Commitee
5. STRENGTHS AND LIMITATIONS
Read carefully through whole proposal and for almost each sub-heading indicate the strengths and limitations based on knowledge already available, research methodology; data used (particularly when routine data is used); cost of the research; potential importance in creating new knowledge or advice on patient management.

6. Communication and Dissemination 

See Step 14 and clearly indicate how research results will be disseminated.

7. STUDY MANAGEMENT

Roles and responsibilities 

Indicate the key personnel involved in your research and the roles and responsibilities of the investigators and other personnel.  

Study timelines 

See Step 3 and Appendix 5
Regulatory aspects 
Mention that you will keep a regulatory file (Step 17)
If you link onto a federally funded (US$) study through your mentor, then find out about the regulatory aspects of the parent study.
8. References 

Use the Vancouver Style of referencing.  References should be numbered consecutively in the order in which they are first mentioned in the text. Identify references in text, tables, and legends by Arabic numerals in parentheses or superscript. 

9. Appendices
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