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Designing Clinical Research

Assignment for Section #4

I.    Read DCR-4 Chapters 7, 8, and either 12, 13 or 18 (depending on which is most relevant for you; see below).  If you are doing a study of a diagnostic test, Chapters 1 and 5 of Evidence-Based Diagnosis (EBD) should also be helpful.


Try the exercises for these chapters and check your answers.  If you don't have time to do all of them focus on 7.2 and 8.2.

II.   Compose parts of your protocol 

(Bring A and either C or D to class today and email revised HW to your section leader by midnight Wednesday.)

A.
 Flesh out the Study Design and Measurements section of your protocol.  (If you are doing a secondary data analysis, describe the study that generated the data you will analyze, and find out more about a couple of variables already measured.)  Write a one page (or less) description that includes

1. A Design Overview, i.e., a one-sentence description of your study that includes the design, like:  "This is a prospective cohort study of risk factors for urinary incontinence and impotence among men receiving treatments for prostate cancer."  


2. A list of the main variables in your study:

•
Predictor variables 
•
Outcome variable(s)

3.
Provide additional information on one predictor variable and the main outcome variable for your study. If you are using a questionnaire to assess the predictor and/or outcome, how will you establish the validity of the questionnaire?  (See Chapter 15, page 232 in addition to Chapter 4, pages 38-39.)  For measurements or laboratory tests, describe exactly how they will be (or were) performed and what quality control procedures are (or were) applicable. 

Include

•
A description of the variable.

•
The rationale for measuring the variable.

•
A detailed description of how the variable will be measured (for biologic measurements, use Appendix 4 in the book as a model).  If you are using a questionnaire, try writing out one or two questions.  You might want to skip ahead to Chapter 15, which we will be covering in greater detail in week 6.
4.
Propose and discuss strategies to reduce random and systematic error in your measurements, as described in Tables 4.2 and 4.4.  If the data have already been collected, try to find out what quality control procedures were used.
B. 
If you have discovered new ways to improve the other parts of your protocol, make the improvements.  As you assemble the parts you have created, it should begin to look like the 5-page protocol that is one of the objectives of the course (see instructions that follow session #7).  Save this latest, improved version of your protocol for your own use later on.  (Do not hand it in.)

C. To help stretch your understanding of study designs, outline a different study design for your same research question, preferably the next-best design option.  For example, if your study is a cohort study, outline what it would look like as a case-control study or a randomized trial.  State in a sentence or two why the design you have selected is superior to this alternative design.  (See box below for more info; 1 page or less.)


OR

D. Outline a study for an entirely different research question.  If you are in clinical medicine and your primary research question is not about a diagnostic test, consider reading Chapter 12 this week and designing a study of a diagnostic test.  Alternatively, a secondary data analysis or ancillary study (Chapter 13) can be an excellent approach to getting started as a clinical investigator. (See box below for more info; 1 page or less.)


Note for C and D, you don't need a whole page with a lot of detail, just an outline that makes clear you understand the study design and how it might answer your question.  But give it some thought: some students in past years have ended up doing the alternative studies they first designed for this assignment, sometimes years later!
If your primary study is of a diagnostic test, make sure your alternate study is either an observational study for which causal inference is important or a randomized trial; you will need such a study for next week's assignment. 


E. 
If you have not already done so, schedule a meeting with your mentor for about 2 weeks from now; you will need it for preparing your assignments for weeks 6 and 7. (Look ahead and you’ll see why.)
Objectives for section:

After this session, students should:

1. Have a clear, detailed understanding of exactly how at least one predictor and one outcome variable for their study will be (or was) measured or be aware that they do not have such an understanding and have a plan to acquire it.

2. Have experience providing tips to colleagues 

3. Be able to list and explain the advantages and disadvantages of basic observational study designs, including case-control, cross-sectional and cohort studies

4. Be able to propose a logical (if not feasible) alternative design for their research question
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