Module 9:     Data Analysis 2
-- Part 2 – Analyzing Your Data -- 
Assignment:  In this assignment, you will 

· Copy the information you have previously submitted in this template for the sections below up to “Data Analysis”.  Your methods section is probably taking shape nicely.  

· Write the Data Analysis section for your project.  

This section is done based on the data you expect to collect.  It is meant to show the grant reader that you will know how to analyze what you collect.  Typically, you will describe the analysis of the main outcome variable and the main groups of variables by statistical test used.  See the examples.  Notice that they are all SHORT – half-page.
· Draw up the main Tables you will use to report your data (you probably do not have the data to fill the table but instead specify the row and column headings).  

Generally you will include separate tables for Baseline Characteristics and Main Outcome Variables.
In your submission, 

Feel free to delete the comments listed. You can temporarily hide them by clicking the “View” menu and then the “Markup” submenu in most versions of Word.

Have your research preceptor review your document with you.
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Computer Tutorial Randomized Controlled Trial

   On the interpretation of the CSXR, students will be assigned a 1 if they correctly assign it (normal or abnormal), and a 0 if they incorrectly assign it. The scores on the assignment of the 10 CSXR will then be submitted to a mixed-design Analysis of Variance (ANOVA), with the tutorial assignment as a between-subject variable, and the time of test (pre-post) as a repeated-measure. 

   The abnormal films will be further analysed to assess whether the students correctly identified the abnormal visual features. The students will be assigned a 1 if the feature is correctly identified and a 0 if it is incorrectly identified. The scores on the 5 abnormal CSXRs will be submitted to a mixed design ANOVA, with tutorial assignment as the between subject variable and time of test (pre-post) as a repeated-measure.

   For the written question, the students will be assigned a score reflecting the number of correct features listed. These scores will then be submitted to a similar mixed-design ANOVA as described in the preceding paragraph. 

   The secondary measures of interest (number of screens accessed, path followed through the tutorials, and the students’ attitudes) will be described with the relevant descriptive statistics, such as frequency histograms. Exploratory analyses will be conducted to determine whether any of these variables contribute to the degree of changes in accuracy from the pre to the post-test.

   The study is powered to detect an 10% absolute difference in the post-test score between the two groups assuming alpha=0.05, beta=0.95 and a standard deviation for both groups of 15%.  This would require 57 students in each group.

Bronchiolitis Randomized Controlled Trial

2.15 WHAT IS THE PROPOSED TYPE OF ANALYSES? All analyses will follow the intent-to-treat principle. The difference in percentage of admissions between treatment groups will be analyzed using a logistic regression model including terms for epinephrine, dexamethasone, study centre and associated interactions. If results of the initial analysis are consistent with the absence of clinically significant interactions, the model will be reduced to main effects. Estimates and corresponding 95% confidence intervals will be reported for main-effect treatment differences as well as for modality specific rates, averaged across sites. Terms corresponding to subgroup variables (see below) and corresponding treatment interactions will be examined in the model.  Additional covariates to be considered in exploratory analyses include age, gender, duration of symptoms prior to treatment, family history of atopy, personal history of atopy, co-morbid conditions, treatment history (e.g., RSV immunoglobulin), co-interventions and home smoking environment. Residual, leverage and influence diagnostics will be examined.

Time to discharge will be examined using the Cox proportional hazards model, following an outline similar to above. Repeated measure analysis of variance incorporating terms for treatment factors, subjects and time and indicated interactions will be used to analyze the RDAI score and oxygen saturation. Duration of symptoms will be examined with two-way analysis of variance. Adverse events will be tabulated. 

Survey of Practitioners

Data from the questionnaires will be entered into Microsoft Access and stored in a secure database server, backed up regularly, and converted into SPSS files for data analysis. No personal identifiers will be included in any of the SPSS database files.  In addition to descriptive statistics reporting the main results of the survey, we will be able to conduct a number of secondary analyses linking characteristics of the physicians to their responses. For example, by grouping responses from physicians into two groups representing predominantly urban vs. rural health regions, we will be able to conduct t-tests, or multivariate Hotelings Ts, comparing the responses of these groups... .      .   Such analyses may need to incorporate control for the confounding effects of other group differences (e.g., practice size), and this could be done with covariance techniques (e.g., ANCOVA). We will also be able to conduct analyses relating physicians’ responses to different parts of the survey.

�What data are going to be collected at each visit?  What is your MAIN outcome variable?  What are the secondary outcomes?


�How will you measure the data that you propose to collect?  This should include information about the various tools to be used eg.  “the SF36 is a validated generic  tool  used to measure quality of life”  For grant applications you generally append the actual forms.


�Needs to have a statement about how the study is going to be judged. For descriptive studies, need information on how precise the final estimates are going to be. e.g. the sample size for the study on the incidence of toddler fractures is based on an anticipated incidence of 10% with a precision of (2% and 95% confidence interval. For a hypothesis driven study the sample size statement must include the difference accepted as clinically significant, the power, and alpha.   


�Details of what is to be done to each subject in detail that will allow the study to be duplicated by another investigator


�How data are to be collected, what format – case report form or excel file, how managed in the computer, cleaned and checked. Nowadays worth mentioning how confidentiality will be maintained


�What statistics will you use to analyze your data?


�A timeline or timetable is a realistic estimate of when you will do what.  Allows the reader to judge the feasibility of what you propose.


�How subjects will be recruited, how informed consent obtained,  any possible adverse interventions such as radiation dose from x-rays, new drugs, unintentional outcome from a psychological questionnaire – how these effects will be minimized, how confidentiality and privacy is assured


�How will you disseminate your findings to others who have a stake in your question?  Think broadly.  Be inclusive of groups that might be outside your domain (e.g. lawmakers, consumer groups).  Your research must reach others in order to make a difference.


�For the acknowledgements, list funding agencies and unfunded support for your study.  Any people you list should be asked their permission to be listed AHEAD of submission.


�Include 2-3 figures that meaningfully illustrate your data.  Keep in mind the following rule:  no message – no figure.


�Tables:  often there is one table to show characteristics of the sample so the reader can judge how reflective it might be of their population; one talbe with the main data; one table of interesting sidebar data.





