Designing Clinical Research

Assignments for Session #4: Causal Inferences

February 11, 2008

I.   Read Chapters 9 and 10 of DCR

II.   Compose parts of your protocol 

(Bring B and C to class today and email to your section leader by 5pm tonight)

A.
 As usual, if you have discovered ways to improve the parts of your protocol that you prepared for previous sessions, word process the improvements.  Some of you will have decided on an entirely new research question (it happens!).  If so, go back and do the parts of your protocol specified in previous assignments.

B.
 Do either #1 or #2 of the following tasks designed to enhance causal inference:

1. If you are working on an observational study, make a list of up to ten variables that may be confounders in your study.  Then, in less than one page:
a.
 Develop at least two specific plans for coping with these confounders

b.
 Discuss which is best, and comment on the process of drawing causal inference from your study.

2. If you are working on an experiment, in less than a page:

a. Make a decision about whether or not to include each of the following strategies, specify how it will be done, and justify your decision:

•
randomized?

•
blinded?

•
run-in design?

•
factorial design?

•
stratified blocked randomization? 

b.
If you are planning to do a randomized blinded trial, describe the nitty-gritty of how you will carry out a tamper proof randomization, and how you maximize the success of the efforts at blinding.

C.
By now the components for your research protocol are approaching a reasonably complete set.  You have your 1-2 page outline of the study you propose to do, and you have additional detail on the following parts:

•​
Research question(s)

•
Significance

•
Study subjects

•
Variables

(    Hypothesis and sample size estimate after Section 5)

•
Strategy for coping with confounders in your observational study, or for randomization and blinding in your experiment

Take the time to assemble them and see how things look.  Make any improvements that come to mind, but remember that for the purposes of this workshop, the whole protocol will need to be only 5 pages long; parsimony is a virtue!

III. Do the exercises for today

Pencil in responses on the Chapter 9 and 10 exercises (not to be handed in)
