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Designing Clinical Research

Assignments for Section #2

I. Read Chapters 3 and 4 of DCR-4. 


II.  Write out answers to Chapter 3, exercise 3 and Chapter 4, exercise 3.


II.  Watch TN's presentation "How do we know what we know?" by clicking on the link on the course website.  This presentation will help reinforce our systematic approach to designing (and critically appraising) a clinical research study.    

III.
Compose parts of your protocol 

(Bring B and C, described below, to class today and email them to your section leader by midnight Wednesday.)

A.
If you didn't use citation management software for your first assignment, work with a colleague, take a library course, or meet with David Owen of the library to get over the hump and start using one of these tools as you expand your significance section.  You may not appreciate it now, but as soon as you want to add a new citation to a paper that's almost done or reformat references for a different journal you'll be happy you used one of these programs!  And being a total scholar on your chosen topic is an essential ingredient to doing good research.

B.  Create a one-page outline of the protocol for your study.  (You will need to edit your significance section from last week down to bare essentials.)  It's best if this is a study you actually plan to do, but if that's not in the cards (yet), design a study that you at least could do.  As noted in chapters 1 and 2, because much of research design involves tradeoffs to increase feasibility, you won't learn much by designing a hypothetical study that would not be feasible.

Your one-page outline should include the research question, and it should concisely present relevant information on significance, design, subjects, and variables (see DCR-4 Appendix 1.1.) (Valerie's study has now been published; see the course website.)  This type of brief outline is useful for organizing your thoughts about a possible study and for presenting ideas to colleagues. Does your study meet the “FINGER” criteria (DCR-4 Chapter 2 plus G = Good for your career)?

C.
Amplify the “Study Subjects” section of your research protocol in less than one page.  This section should include the following:

1.
 A description of the target and accessible populations.  Specify and justify the selection criteria.

2.
A description of how the study subjects will be sampled from the accessible population.

3.
A description of how you plan to recruit potential subjects identified by your sampling process.

4. 
If you are doing a longitudinal study, describe your strategies for retaining your study subjects.

Propose and comment on some strategies for making your sample more representative of the target population.

IV.
Make an appointment to meet with your mentor during the next two weeks.  One purpose is to get general advice on your research question and protocol.  Another is to discuss things you will need later in the course that your mentor may be able to provide—a dataset from an existing study, a data collection instrument or a questionnaire, and a grant proposal (see assignments for sections 6 & 7).  Finally, there are probably all kinds of other things about which your mentor can advise you – start (or continue) building that relationship.

Objectives for small group section #2:

After this session, students should:

1. Know the names and something else about the section leader and each of the other participants

2. Be able to summarize their study plan on a 1-page standard outline

3. Be able to explain the difference between Target population, Accessible population, and Sample

4. Write out concrete inclusion and exclusion criteria for their study

5. Understand the rationale and tradeoffs for sampling decisions for their own study and at least 2 other studies in the group

6. Understand sample size ingredients and variable types well enough to use an online sample size calculator

