Designing Clinical Research

Assignments for Session #6

I.   Read Chapters 12 or 13 (whichever you did not read last week), 15, and 16 in DCR

If you have fallen behind in your reading, this is a good time to begin catching up.  We recommend you at least skim the whole book, because it contains many things that we don’t have time to cover in lecture.  You may find issues you’d like to bring up in your small group sessions.

II.  Compose parts of your protocol
(Bring B and C to class today and email to your section leader by midnight tonight)

A.
Meet with your mentor during the week to discuss general aspects of your plans for a clinical research project, and to get specific help with sections B and C, below.

B.
Find an existing data collection form and/or questionnaire that you might use in your study, or that is analogous to one you might design.  You can do this by asking your mentor for one, by discovering one in a published report, or (for a Gold Star) by sending an e-mail to or calling a distant scientist who is known to you only through her published work.  Has the instrument been “validated,” and if so, what was the nature of the validation?  Comment on the appropriateness and value of the validation.  Photocopy one page from the form, and critique it with a red pen.  (Go ahead, you be the teacher, cross out, correct and add things so that the instrument is improved.)

Then, either tailor (modify) the existing data form or questionnaire to your study question, or write a new one.  Choose a set of items for this assignment that will fit on a single page (even though your complete instrument will probably be longer).  Comment on specific approaches to pretesting and validation.

C.
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.  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 get the data into your data tables? Will you be using Excel, Access, Stata, SAS, SPSS, or another application?  Instead of paper data collection forms, will you be using on-screen forms, and if so, how will you create these forms?  Access, SurveyMonkey, or another application?

