Designing Clinical Research

Assignments for Session #6
I.   Read Chapters 12 or 13 (whichever you did not read 2 weeks ago), 15, and 16 in DCR-4.
Read through exercises and answers, paying particular attention to 12.2 and 12.3 if you are studying a diagnostic test and Chapter 16 questions if you are not taking Epi 218 (Database Management Systems for Clinical Research).
If you have fallen behind in your reading, this is a good time to begin catching up.  We recommend you at least skim the whole book, because it contains many things that we don’t have time to cover in lecture.  You may find issues you’d like to bring up in your small group sessions.  There is a separate online ethics course (Responsible Conduct of Research) offered through the Clinical and Translational Research Institute (CTSI), which is why we do not cover that material here. You can find that course ("RCR") via the link above or by Googling "RCR online UCSF CTSI."  If you are not in that course, you definitely should read Chapter 14. 
II.  Compose parts of your protocol
(Bring B or C to class today and email to your section leader by midnight Wednesday).
A.
Meet with your mentor during the week to discuss general aspects of your plans for a clinical research project, and to get specific help with sections B and/or C, below.  Also, look at HW #7 before meeting with your mentor; it includes reviewing an example research grant we hope your mentor will provide.
B.
We recognize there is some overlap between the assignment this week and material in Epi 218.  It is OK to use the same data collection form and data dictionary for both courses.  If you are going to collect data yourself…


1.
Either tailor (modify) an existing data collection form or questionnaire to your study question, or write a new one.  Choose a set of items for this assignment that will fit on a single page (even though your complete instrument will probably be longer).  Focus on visual appeal and clarity of the questions, using tips from Chapter 15.  This exercise will be most helpful to you if you pick a few items with which you are having trouble.  Bring your one-page data collection form excerpt on paper to section.

2.
Create a data dictionary for the variables that appear on the single page of your data collection form.  (Choose no more than 5; select some different types of variables, if possible.)   The data dictionary should include: variable name, variable label (a longer, more descriptive name), variable type (binary, integer, real number, string of length X, date), allowed values, value labels or coding (e.g., 0=No, 1 = Yes), and notes (optional additional information about how the data for this variable will be collected that you want kept handy).

3.
Create a data collection and management plan (in less than a page) for your study.  You will undoubtedly be storing your study data on a computer in one or more data tables.  Here are some issues to consider: 

a. If you are administering a questionnaire, will the subject fill these out, or will a trained interviewer?  

b. Will you be using paper forms to collect exam and test data?  If so, how will you get the data into your computer?

c. Instead of paper data collection forms, will you be using on-screen forms, and if so, how will you create these forms?  Access, REDCap, SurveyMonkey or another application?  

d. Will data be stored on a secure server?  If not, how will you use encryption or remove all Protected Health Information (PHI)?



C.  
If you are doing a secondary data analysis, look at the assignment below.  If there does not seem to be much meat to it (e.g., if the data collection form the investigators used was great), you might consider doing Part B above for your alternative study designed for Session 4. 

1. Find the data collection form and/or questionnaire that was used to obtain the data you will analyze.  If for some reason, this is not an option, find one as closely related as you can.  You can do this by asking your mentor for one, by discovering one in a published report, or (for a Gold Star) by sending an e-mail to or calling a distant scientist who is known to you only through his or her published work.  


2. Photocopy one page (the worst) from the form, and critique it with a red pen.  (Go ahead, you be the teacher, cross out, correct and add things so that the instrument is improved.)  Bring this marked up version to section.  


3. Find out how the data you will be analyzing were managed.  Again, put yourself in the Principal Investigator's shoes.  What would you do differently if you were doing the study today?  Pick out at least one thing, explain in a paragraph, and bring to section on paper with you.
Objectives:

After this session, students should:

1. Have experienced first-hand the value of having another person try their data collection instrument to identify areas of potential ambiguity

2. Understand what is involved in creating a data dictionary 

3. Have a concrete plan for collecting data, or have clarified the plan that was used for the data they will be analyzing
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