
Assignment 6:
· Read Chapters 9, 10, and 11 of DCR-4

· Write <1 page on enhancing inference in your study (See Assignment Details):
· Bring paper copy of writing to Small Group on Tuesday, and turn in revised version by Wednesday at Midnight
· Optional: Do DCR-4 All Exercises in Chapter 9 (if you’re doing an observational study) or Chapters 10 and 11 (if you’re doing a trial)
Details

· Read Chapters 9, 10, and 11 of DCR-4

· Write <1 page on enhancing inference in your study.  How you formulate the section(s) of your protocol dedicated to enhancing inference in your study, and therefore how you complete this exercise, will differ substantially depending on your study design.  If you have an observational study, you’ll probably want to focus on the potential issue of confounding (unless you are solely interested in prediction and not causal inference); if you have an experiment (e.g., a randomized controlled trial), you’ll need to discuss the various strategies often used in experiments designed to maintain and enhance the comparability of the groups; if you have a diagnostic test study, you’ll need to consider your gold standard, other information clinicians will have at hand, and other issues that impact analysis and interpretation.  Depending on your study design, choose one of the following options and write <1 page as instructed below.  I highly encourage you to ALSO write up a page for your second study (hopefully it’s a different study design) so you get that experience as well; you can bring both printouts to class if you like, but you’ll only turn one of these in for your small group leader to grade.  As usual, incorporate this and prior assignment text into the 5-page protocol you are developing.  Here are detailed instructions for your three options for this assignment:

If you are working on an observational study:

a) Make a list of the variables that may be confounders in your study.  To do this you will need to specify one specific predictor and one specific outcome variable of interest.  Indicate these variables first, and then list the possible confounders.
b) Develop at least two specific plans for coping with these confounders.
c) Discuss which is best, and comment on the process of drawing causal inference from your study.
If you are working on an experimental study (e.g., randomized controlled trial):

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 will effectively deliver randomization assignments without unblinding study subjects or investigators (i.e., who, if anyone, will actually know which arm each study subject has been assigned to?).
If you are studying the accuracy of a diagnostic or prognostic test:

a) Indicate whether you will be using cross-sectional sampling, case-control sampling or some other method of selecting study subjects, and describe briefly how your test will be done

b) Discuss the "gold standard" for your study.  Is it really gold?  Will it be measured by people blinded to the index test result?  Discuss potential implications of the imperfections in your gold standard, and how you plan to minimize those imperfections and enhance inference

c) List several other variables that are normally available to clinicians or other users of this test that might also help with diagnosis or prognosis.  Describe how you will address the question of whether the test adds anything to already available information, and how you will make the results of your study most relevant to clinicians who will actually be using the test.  NOTE: This is not explicitly covered for diagnostic tests in DCR-4, but the methods for addressing this question are often similar to those used to control for confounding.  If you are designing a study of a diagnostic test, we highly recommend Tom Newman’s Evidence-Based Diagnosis book, which covers how to tell if a test adds new information in Chapters 7 and 8.  These two chapters are posted under “Materials” in the syllabus.
· As usual, bring paper copy of writing to Small Group on Tuesday, and turn in revised version by Wednesday at Midnight
· Optional: Do DCR-4 All Exercises in Chapter 9 (if you’re doing an observational study) or Chapters 10 and 11 (if you’re doing a trial).  The material this week is conceptually challenging!  Even if you haven’t been doing the exercises so far, we highly recommend that you try your hand at these this week to make sure you are understanding the material.
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