
RESPONSIBLE CONDUCT OF RESEARCH

August 6 to September 17, 2009
Room HSW-302
Thursdays 9:00-10:15am

Course director:

Bernard Lo, M.D.

bernie@medicine.ucsf.edu

This course is designed to help people starting their research careers learn how to address the ethical issues that inevitably arise in research.  It addresses the requirements of the National Institutes for Health for trainees to learn about ethical issues in human subjects research and research misconduct.  

Required Assignments:

Before the course begins, please complete two online training modules, which the Committee on Human Research (CHR) requires investigators to complete:

1. Complete HIPAA training for research at: 
http://www.research.ucsf.edu/chr/HIPAA/chrHIPAAtrng.asp
There are 5 slides, no questions, and no certificate

2. Complete human subjects training at http://research.ucsf.edu/chr/Train/chrTrain.asp 

This on-line training provides an overview of the federal regulations and UCSF policies that govern human subjects research.  You will be asked to designate the type of research you are doing and directed to the appropriate modules.  Please note that there may be a delay in getting a password to take this online module.  
This module replaces an older module that was at https://www.researchonline.ucsf.edu/Training/trainHomePage.asp but has been superseded.  

We will not be covering this material in class, but you will need to understand these principles to complete the course assignment.  You can get a login name and password to access the training at this website.  If you have completed the on-line course in the last two years, you do not have to complete it again. 
Reading:


For each class, the required reading will from Ethical Issues in Clinical Research, by Bernard Lo (Lippincott Williams & Wilkins, 2009).  This book grew out of materials prepared for this course and has lots of case examples to help you see how ethical issues get worked out in the context of specific projects.   


You may also want to download 45 CFR 46 (The Common Rule and subparts on research with special populations), the federal regulations with which all UCSF research must comply.  As specific issues come up in your projects, it is always useful to go back to see what the regulations require.  http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm

The Committee on Human Research (CHR) is the name of the Institutional Review Board at UCSF.  The CHR Website gives helpful guidance on how to interpret these federal regulations and complete CHR applications at http://www.research.ucsf.edu/chr/Guide/hsppGP.asp  

August 6.  IRB review and assessment of risks and benefits  

IRBs are required to review the risks and benefits of submitted protocols, to assure that risks are acceptable in light of the expected benefits and that the risks have been minimized.  Researchers need to consider differ kinds of benefits and risks, including direct and collateral benefits and psychosocial risks such as confidentiality.  In the protocol, investigators need to explain how they will maximize benefits and minimize risks and protect vulnerable research participants. 

Required reading:
Chapter 3 on Federal Regulations on Human Participants Research.  

Chapter 5 on Assessment of Benefits and Risks.  

August 13.
Informed consent 

One of the basic protections for participants in clinical research is informed and voluntary consent.  Researchers need to understand what the federal regulations require concerning informed consent and how the consent process might be improved.  It is also important to understand that in certain low-risk research, consent or written consent forms are not needed.  

Required reading:
Chapter 6 on Informed Consent.  

September 3.  
What you want to about the UCSF Institutional Review Board (IRB).   Rick Wagner and Lisa Voss.  


What are the most common problems with protocols submitted to the UCSF IRB (called the Committee on Human Research, CHR)?  Investigators need to understand how the CHR addresses requests for expedited review and exemption from review, as well as how eligible participants may be contacted.  What is the CHR looking for in responses to the questions on the forms?  What suggestions does the CHR staff have for investigators submitting protocols for review?  Learning the answers to these questions may help reduce the time needed to obtain CHR approval for your study.  

Required reading:

Chapters 16 to 28 cover specific types of research.  Read the chapters that pertain to the projects you are carrying out.  

August 20.
What is research misconduct and why does it matter?  


Recent scandals in research have included the death of healthy volunteers and the fabrication and falsification of data.  These episodes have generated intense public scrutiny, led to new regulations, and focused professional attention on what constitutes research misconduct and how to respond to allegations of misconduct.  

Required reading:

Chapter 12 on Research Misconduct.  

August 27.  Authorship.  

All investigators are pleased to obtain the prestige of authorship.  Authorship also involves responsibilities.  All authors named on a manuscript need to meet the criteria for authorship.  Fellows and junior faculty commonly encounter disputes and ethical problems regarding authorship.  This session will suggest how to respond to such situations.  

Required reading:

Chapter 13 on Authorship and its Responsbilities.  

September 10.  Conflicts of interest

Industry sponsorship of research provides resources and materials that may allow important research that otherwise could not be carried out.  However, in recent incidents, biased design of clinical trials and withholding of negative results has been associated with drug company sponsorship.  This session analyzes requirements to disclose financial conflicts of interests and how certain relationships may need to be managed or prohibited. 

Required reading:

Chapter 15 on Conflicts of Interest.  
September 17.  International Research.  
Research in resource-poor countries is essential to develop affordable prevention and treatment for conditions that afflict these nations.  Furthermore, drug manufacturers are increasingly conducting clinical trials overseas.  However, research in resource-poor countries raise ethical concerns about informed consent and exploitation.  This session will discuss how clinical trials in developing countries offer lessons for all investigators regarding the use of placebos, informed consent, and access to the study intervention after the trial is completed.  

Required reading:

Chapter 22 on  Clinical Research in Resource-Poor Countries.  

Required Project.  Due September 24.  

To successfully complete the Responsible Conduct of Research course, you must complete a final project.  This can be done in three ways:

1.  Submitting the Human Subjects section of an NIH application for your research project.  More detailed instructions are provided separately.  Please do not hesitate to contact Dr. Lo by e-mail if you have questions about your project.  If you are carrying out a primary data collection, you are encouraged to take this option so that you can get feedback on your grant or CHR application.  Please do not simply copy what your mentor has prepared for a previous grant or IRB application.  Details on this option are in a separate attachment

2.  If you are carrying out a secondary data analysis using data collected in a previous project, you can submit the Human Subjects section of an NIH application for the research project whose data you are analyzing.  This will allow you to think about the ethical issues involved in primary data collection.  If you take this option, please do not simply copy materials from the grant for the original project.    

3.  Complete a final exam, which will be a series of cases presenting different types of research with questions about the ethical issues raised.  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.  

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 the file containing your exam “[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 first line of the text of your project because the text files are saved separately from your e-mail!  
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