Designing Clinical Research

Assignments for Session #7: Questionnaires

February 25, 2008

I.   Read Chapters 16 and 17 in DCR

And finish catching up your reading from previous weeks.

II.  Compose parts of your protocol
(Bring A and B to class today and email to your section leader by 5pm tonight)

A.  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 making a phone call to 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.

B.
Create a plan (in less than a page) for pretesting your study.  This may include several phases in order to address the issues of recruiting subjects and making measurements, and of the several iterations of your manual of operations.  Be specific about such things as where the subjects for the pretest will come from, how many of them there will be (and how you picked this N) and what you will do with the responses.  If there are parts of the pretest that you can get started on this week, do so.

C.  Ask your mentor if you may look through one of her NIH grant applications, to get a sense of what is involved.  Be ready to comment in class on generic similarities and differences from your own protocol.

III. Do the exercises for today:
Pencil in responses to the Chapter 16 and 17 exercises (not to be handed in)

