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RESPONSIBLE CONDUCT OF RESEARCH

Instructions for Final Project

(option 3)

Due September 24, 2009
This option is suited for students who do not have a specific protocol they are planning to carry out, or whose project involves only basic science research. Please answer all questions fully in detailed and clearly numbered paragraphs.  

Your final project should be submitted via e-mail to responsible.research.ucsf@gmail.com by 5:00 p.m. on September 24, 2009.

1. Name your project “[Last Name] [First Name] RCR project” (e.g., “Obama Barack RCR project.doc”).  Project files that do not include your name (e.g., “Ethics exam”) will not be accepted because it is very difficult to match them to you.

2. Do NOT send your project to our individual e-mail addresses.  They are likely to get lost in spam filters.  Please use the special e-mail address, responsible.research.ucsf@gmail.com, set up for this purpose.

Please include your name AND your e-mail address in the text of your project because they are saved separately from your e-mail!  Putt your name and e-mail in a header or footnote
Case 1.  Outcomes research with two existing data sets.  

An eager medical student who was on your service on the wards would like to work with you on a research project.  She minored in statistics in college and is skilled at carrying out multivariate statistical analyses.  In addition to your primary project, you have access to the data set from a randomized controlled trial of adjuvant chemotherapy for breast cancer carried out 30 years ago.  Because breast cancer can recur many years after treatment, you propose to study long-term mortality in the control and intervention groups.  You plan to determine whether patients are dead or alive thirty years after enrollment into the trial by using the National Death Registry.  You will not need to contact with the 2000 subjects in the original trial or their family members.  

Questions:

The student is eager to learn all about research and wants to write the first draft of the IRB submission. She asks you each of the following questions.  In your answer, describe how would you explain your reasoning to her.  

1.  Is this human subjects research? Why or why not?  

2.  What measures will you take to protect confidentiality of identifiable information in your project?  

2.  Is this study exempt from IRB review? Why or why not?

3.  Does the study qualify for expedited IRB review?  

4.  Is informed consent from subjects required?  What argument does she need to present to the IRB to justify not obtaining informed consent?  

5.  The medical student would like to be first author on the project.  What tasks in the study would she need to carry out to merit being first author?  

The student works closely with you on the project and makes it a success.  With your mentoring, she presents an abstract at a national meeting.  She writes a first draft, but because she is getting married and moving to the East coast for internship, she does not complete a final draft before she graduates.  You exchange several e-mails.  Although she promises to work on the paper, her clinical responsibilities do not leave her any time or energy to do so.  

Six months later, she sends a holiday card saying that she is enjoying internship but is so immersed in her clinical work that she will not be able to work on the paper until her R2 year.  You are eager to have the paper submitted (and actually in press) as it will enhance your CV when you are applying for your first faculty position.  

6.  How do you respond to this delay in getting the manuscript submitted?   

