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Designing Clinical Research

Assignments for Session #7

I.   Read Chapters 17 and 19 in DCR and finish catching up on your reading from previous weeks. (You should already have read Chapter 18 if it was relevant, but take a quick look now if you didn't before.)

II.  Compose parts of your protocol
(Bring A or B to class today and email it to your section leader by midnight Wednesday.)

A. 
Create a plan (in less than a page) for pretesting your study.  (If your study isn't suitable for pretesting, e.g., you are doing a secondary data analysis, you can either create a plan that might have been reasonable before the study was started, or go back to the alternative study you designed for Session 4.)  This may include several phases in order to address the issues of recruiting subjects and developing an operations manual that describes how you will be making measurements.  Be specific about such things as where the subjects for the pretest will come from, how many of them there will be (and how you picked this N), what you will do with them, and how you will use the results of the pretest.  If there are parts of the pretest that you can get started on this week, do so.

B.  As you get ready to submit your final 5-page protocol, perhaps there are some loose ends or unsettled issues about which you would like to get some additional help from your colleagues or section leader.  Choose ONE such issue, summarize it with a succinct question, and include up to 1 page of additional information that explains the question and your thoughts about possible answers.  For example, maybe your research question has changed, and you'd like help checking a new sample size calculation.  Or maybe your study design has changed and you want to make sure the data you plan to collect will answer your research question, so you'd like feedback on a new 1-page outline.  

C.
Ask your mentor if you may look through one of her grant applications or a grant application of one of her previous mentees (e.g., a K grant) to get a sense of what is involved.  (It is better, but not required, if the proposal was funded.) What was the funding agency for that application?  If you will be applying for funding, try to look at a proposal from the same or a similar agency. Be ready to comment in class on generic similarities and differences between the application you review and your own protocol.  

D.
 Continue to modify and assemble all the pieces of your protocol that you have been working on for the last seven weeks, so that you end up with a reasonably complete draft of your 5-page protocol (see suggested format and two examples on the course website).  Here are some optional other sections that you could add

•
Budget.  Be realistic in terms of what you think the study will actually cost, even if it is unlikely to be funded

•
Statistical issues.  Amplify on your sample size calculation by thinking through plans for data analysis and interpretation

•
Timetable.  Again, be realistic.  Get help from your mentor or others experienced in research.
III.  Protocol upload practice and reminder

As you move forward in your research career, a core competency is uploading grants, abstracts, reviews, papers etc. to finicky websites by firm deadlines.  We do not intentionally make the Collaborative Learning Environment user unfriendly, but last year 8 students missed the FIRM, NO EXCEPTIONS 5:00 PM Tuesday deadline, in some cases because they were unable to upload their protocol due to IT issues.  (Others missed the deadline because they had Wednesday midnight in their minds.) 

Hence, a new assignment for this week (and a good habit for the future) is to PRACTICE uploading your protocol, and make sure that it works.  
Also, write 1 sentence about how you will remind yourself to turn it in by 5:00 PM Tuesday, 9/15/15.
Objectives:

After this session, students should:

1. Understand all the practical and conceptual issues underlying the trade-offs they made when converting their research question to the study plan they are forming into their 5-page protocols

2. Have a plan for pretesting their study, if they are collecting new data
3. Have reviewed a research grant and have a better appreciation for what is involved in putting one together
4. Be confident that they can upload a protocol to the course website and ha ve a plan to remind themselves to do so by Tuesday at 5 PM.  (Note the deadline is NOT Wednesday midnight for this one!)
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