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1. The Office of Research Compliance and Assurance (ORCA) is pleased to announce that it has arranged for VA system-wide access to a comprehensive web-based training program on the protection of human research subjects.  The CITI (Collaborative IRB Training Initiative) Course in The Protection of Human Research Subjects was developed by a multi-institutional collaboration that now includes Veterans Health Administration (VHA) participation through ORCA.  The course was most recently updated in June 2001 and will be revised on a yearly basis.  This is an optional training vehicle that will assist institutional officials, institutional review board members and staff, research administrative staff, and investigators to fulfill training and education requirements and meet the expectations in the VA MPA Contract and Federal-Wide Assurance.

2. Many institutions have web-based programs that are available through affiliates and other sources.  However, a uniquely attractive feature of the CITI program is that it includes a module, written by VHA and medical center affiliates that covers human subjects protection issues specifically pertaining to VA researchers, staff and administrators.  The CITI Course in The Protection of Human Research Subjects contains modules addressing the following topical areas:

· Module 01:
History and Ethical Principles

· Module 02:
Basic Institutional Review Board (IRB) Regulations and Review Process

· Module 03:
Informed Consent

· Module 04:
Social and Behavioral Research

· Module 05:
Research Involving Records

· Module 06:
Genetic Research in Human Populations

· Module 07:
Research with Protected Populations – Vulnerable Subjects: A Definition

· Module 08:
Research Involving Prisoners

· Module 09:
Research Involving Children

· Module 10:
Research Involving Pregnant Women and Fetuses in Utero

· Module 11:
Population Risks, Group Harms, Community Consultation, and IRB Review – 


Research with American Indian, Alaska Native, and Other Socially 


Vulnerable Populations

· Module 12:
FDA Regulated Research

· Module 13:
Research Protections in the Department of Veterans Affairs

· Module 14:
Hot Topics

3.
ORCA considers modules 10 and 14 as optional for VA employees unless the facility is engaged in this type of research.  The comprehensive CITI web-based training program encompasses the topics outlined in the March 14, 2001 memorandum (Subject: Submission of Research Proposals) from the Chief Research and Development Officer to Associate Chiefs of Staff and Coordinators for Research and Development.

4. This CITI web-based training program includes requirements for completing a post-test quiz.  Quizzes are associated with all required modules and a total score of 75 percent correct on the 12 required quizzes is sufficient for a successful completion.  The course requires 4 to 6 hours to complete.  The CITI offers a certificate of successful completion to those completing the module that could be used to document training in the protection of human subjects.  Confirmation of course completion can be achieved by sending an e-mail inquiry to CITI at tdaniels@med.miami.edu or by calling (305) 243-3922.

5. VA employees wishing to take the module should go to the CITI-VA registration site at http://www.miami.edu/bb/vareg.  At this site the user will submit an electronic registration form for the CITI course.  Within 24 hours, except on weekends and holidays, the new registrant will receive an e-mail notice containing a USERNAME, PASSWORD, and the URL for the course site.  In addition, the notice will contain information about the CITI course including the learning objectives.  ORCA will also post the CITI registration site on its web site.

6. Six (6) Category I CME credits are available for physicians and psychologists successfully completing the required modules.  To be eligible for CME credits through the University of Miami Office of Continuing Education, users must complete all 14 modules and the 13 associated quizzes.  There is a charge of $60 for CME participation, but there is no charge to use the program.

7. For general questions about the module, please contact Dr. Joan P. Porter, Associate Director, ORCA, at (202) 565-7191 or e-mail to joan.porter@hq.med.va.gov.  For specific questions about technical access to the module, please contact Theresa Daniels at (305) 243-3922 or e-mail to tdaniels@med.miami.edu. 
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