Designing Clinical Research

Assignment for Section #6:  Statistical analysis

February 20, 2008
I. Read Chapters 12, 13 and 16 in DCR

II. Compose parts of you protocol

A.  If you have not received feedback, meet with your mentor this week to discuss       general aspects of your plans for a clinical research project, and to get specific help with Section B.

B.  Create a data collection and management plan (in less than a page) for your study.  You will undoubtedly be storing your study data on a computer in one or more data tables, and here are some issues to consider: 

1. Will you be using paper questionnaires, and if so, will the subject fill these out, or will a trained interviewer?  

2. Will you be using paper forms to collect exam and test data?  If you are using paper questionnaires and/or paper data collection forms, how will you transcribe the data into your data tables? Will you be using Excel, Access, Stata, SAS, SPSS, or another application?

III. Work on your 5-page protocol, due Friday February 22, 2007 (no class).   Email to Olivia DeLeon and your section leader by 12 noon.


 Continue to modify and assemble all the pieces of your protocol that you have been working on for these three hefty weeks, so that you end up with a reasonably complete draft of your 5-page protocol (see suggested format on the next page).  Here are some optional other sections that you could add if appropriate and desired:
•
Budget, equipment, physical facilities (be brief)

•
Statistical issues.  Amplify on your sample size calculation by thinking through plans for analysis and interpretation

•
Timetable, organizational chart
IV. Optional:  do exercises in Ch 12, 13, and 16 (do not hand in)

