Assignment 2:
· Read Chapters 3 and 4 of DCR-4 Chapter 3

· Watch Tom Newman’s recorded lecture segments on “Subjects and Variables” (see Materials)
· Watch Mark Pletcher’s recorded mini-lecture on “Study Design Basics” (see Materials)

· Make an appointment to meet with your mentor sometime in the next 2 weeks
· Write 1-page protocol outline for your study
· Write <1 page "Study Subjects" section
· Bring paper copy of writing to Small Group on Tuesday, and turn in revised version by Wednesday at Midnight

· Do Exercise 3 (Chapter 3) and Exercise 3 (Chapter 4) of DCR-4 (Optional)
Details
· Read Chapters 3 and 4 in Designing Clinical Research, 4th Ed
· Watch Tom Newman’s recorded lecture segments on “Subjects and Variables”.  Along with this week’s reading, these lectures are the primary course content for Week 2 in DCR.  Watch these lectures before tackling your written homework.
· Watch Mark Pletcher’s recorded mini-lecture on “Study Design Basics”.  This 16-minute-long mini-lecture goes through some basics about the strengths and weaknesses of the classic study designs. 
· Make an appointment to meet with your mentor sometime in the next 2 weeks.  It often takes a while to get on your mentor’s calendar, and you’ll benefit from an appointment with this timing for a variety of reasons.  One purpose will be 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 (these will be needed for assignments 6 & 7).  Finally, there are probably all kinds of other things about which your mentor can advise you – start (or continue) building that relationship.

· Write 1-page protocol outline for your study.  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 1-page outline should include the Research Question, and it should concisely present relevant information on Significance, Design, Study Subjects, and Variables (see DCR-4 Appendix 1.1.).  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)?

· Write <1 page "Study Subjects" section.  Amplify the Subjects section of your outline, and include the following: 1) A description of the Target and Accessible Populations; 2) List your Inclusion and Exclusion Criteria, justifying any difficult choices; 3) Describe your Sampling Scheme (how the study subjects will be sampled from the accessible population); 4) Describe your Recruitment Strategy (how you will practically implement your sampling scheme); and 5) Describe your Retention Strategy (if you are proposing a longitudinal study).  Propose and comment on some strategies for making your sample more representative of the target population.

· As usual, bring paper copy of writing to Small Group on Tuesday, and turn in revised version by Wednesday at Midnight

· Do Exercise 3 (Chapter 3) and Exercise 3 (Chapter 4) of DCR-4 (Optional)
