Designing Clinical Research

Protocol Review Session 

For this session we will be pairing you with another student (from a different section) and providing an opportunity to receive fresh ideas from a new member of the faculty. We try to find someone who is familiar with your topic area, although this doesn’t always work out. Usually the session takes place on Friday August 28, 10-noon or 1-3pm in the office of that faculty member at Parnassus or China Basin campus.  We hope any inconvenience this causes is offset by the opportunity to observe a clinical investigator in situ.  

On or before August 26, we will email you the contact information and date of the session as well as the other protocol that will be reviewed at the final protocol review study section.  If you haven’t heard from us by August 26, email Olivia (olivia@epi.ucsf.edu) to figure out the problem. 

This finale for the course is always exciting and rewarding.  You get to teach your colleague and contribute to her research efforts.  Here is the suggested format:

•
The meeting will last an hour and a quarter (about 30+ minutes for each protocol).

•
In making your comments, remember that most people are sensitive about their offspring, but that everyone wants advice and help.  In general,

1.
Substantive suggestions that propose a concrete solution are a more useful form of criticism than just pointing out the problems, and,

2.
Uplifting and positive comments are the most comfortable format for criticism. 

•
The student reviewer should lead off the discussion with a summary not to exceed 5 minutes.  Here is a good format:

1.
 Lead off by summarizing the study plan in a single sentence. (The ability to do this is part of the requirement for graduation.)  For example: This is a (design) study to examine the relationship between (predictor variable) and (outcome variable) in (population).
2.
Then pick 2-3 major issues to discuss (limit the number so that you can give proper emphasis and avoid losing your audience).  It’s OK to comment on strengths as well as weaknesses.  Remember to suggest solutions for any problems you note.

3. The instructor then leads a discussion in the sequence the protocol is written in – beginning with the title, then the abstract, then significance, design, subjects, variables, statistical issues. The by now familiar point of this format is that the same systematic approach to designing research is also useful for critiquing it.

4. Interactive comments are welcome throughout, but minor suggestions are best penciled in and given to the author at the end.

