Mandatory Training Requirement for All CSUSB Human Subjects Researchers

Effective June 1st, 2006 the CSUSB Institutional Review Board will require researchers submitting protocols using human subjects to demonstrate that all research team members received approved training in the protection of human subjects.

The CSUSB Institutional Review Board is a federally-registered IRB and the university has filed a Federal-Wide Assurance that it will apply the federal Common Rule to all research regardless of funding. Failure to obtain CSUSB IRB review and approval on qualified human subjects research is considered a breach of ethics as well as possible research misconduct.  Such research places the individuals and the institution at risk for disciplinary action, civil and criminal penalties, and loss of federal funding.

Definitions.

· All research team members refers to all faculty, staff, and student investigators; all research assistants; all supervising faculty of theses, projects, independent studies, and evaluations and demonstrations that meet the definition of research under federal, state, and CSUSB policies.

· Research means a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge. Activities which meet this definition constitute research for purposes of this policy, whether or not they are conducted or supported under a program which is considered research for other purposes. For example, some demonstration and service programs may include research activities.

· Effective Date refers to all research protocols, renewals, or amendments received by the CSUSB IRB secretary on or after June 1, 2006. If not in compliance, the research protocol will be returned to the researcher or supervising faculty member with instructions on how to obtain training.
Applicability.
· The policy applies to all human subjects research protocols, renewals, or amendments submitted to the CSUSB IRB or to its approved departmental subcommittees.

· This policy also covers researchers from other institutions who participate in an IRB-covered CSUSB research project or wish to use CSUSB personnel or students as subjects.

Evidence of Training.

· Evidence of training is met by the CSUSB IRB Research Compliance Officer having a record of attendance at a previously conducted CSUSB IRB workshop on human subjects training, within three years, or a record of completion of the computer-based training available to CSUSB researchers through the University of Miami's CITI (Collaborative IRB Training Initiative) program available at http://irb.csusb.edu. A passing score on the CITI module is 100%.

Background.

On June 3, 2003 CSUSB signed a Federal-Wide Assurance (FWA) for the Protection of Human Subjects in Research. This assurance commits the university to implementation and adherence to 45CFR46 (Common Rule), its subparts, and to the application of the Belmont Principles to all human subjects research conducted by or on CSUSB faculty, students and staff. Our Assurance Number is FWA00004865 and our IRB Registration Number is 00002578. Information and details regarding the basis of this policy may be found at the DHHS Office of Protection from Research Risks website (http://www.hhs.gov/ohrp/ and http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm#46.101 ).

Compliance with the FWA requires that the CSUSB IRB follow written documentation requirements for policy and procedures, that all reviews a valid for only one year, that we assume responsibility for compliance with all collaborating research institutions, that written agreements exist with unaffiliated researchers, that CSUSB provide meeting space and sufficient staff to the IRB, that the IRB have knowledge of local research context and strongly recommends training of IRB members and researchers.

CSU Chancellor's Executive Order 890, paragraph 3.4.2 further instructed campus presidents to ensure that provisions are made for adequate training of researchers and multi-institutional Sponsored Programs personnel.

For the past five years, the CSUSB IRB has offered human subjects protection training workshops twice per quarter, every quarter. The chair and other members of the IRB have visited departments and classes, when asked, to present and discuss human subjects protection. All members of the IRB serve as consultants to faculty and students on drafts of their research protocols. The CSUSB IRB website (http://irb.csusb.edu) has been regularly updated with resources, links, and other educational materials. Finally, the CSUSB IRB has contracted with CITI (Collaborative IRB Training Initiative) to offer online training to CSUSB faculty, students, staff, and administration.

The formal review workload of the CSUSB IRB has been growing annually. The rate of requested resubmissions, for failure to meet regulatory requirements for human subjects protection, has been increasing accordingly. To avoid delays in approvals and to assure that CSUSB complies fully with federal and CSU recommendations for research training, this policy is being implemented.

