Basic Guidelines for New Investigators


Module 4

Review and Approval of Research Involving Human Subjects
The University of Rochester has established a system of Research Subjects Review Boards (RSRBs), to review research projects that involve human subjects. The RSRBs consist of representatives from a variety of scientific disciplines, non-scientists and community members. The primary function of the RSRBs is to protect the rights, safety and welfare of human subjects and to assist investigators in this process. Investigators bear the primary responsibility for ensuring that research protocols meet the standards established by Federal regulation and the RSRBs.

Before a research project involving human subjects is initiated, it must first be reviewed and approved by the RSRB, then conducted according to the guidelines set forth in the RSRB Investigator Guidance:  http://www.rochester.edu/rsrb/documents/pdf/invguidance.pdf#pagemode=bookmarks&page=1.
Guidance to determine whether the research qualifies as human subject research can be found at http://www.hhs.gov/ohrp/humansubjects/guidance/decisioncharts.htm. To determine if the research qualifies for IRB waiver see: 

http://funding.niaid.nih.gov/ncn/clinical/humansubjects/default.htm


http://www.rochester.edu/rsrb/documents/pdf/irbReview.pdf
This compliance is a crucial element of the RSRB process, because it is the collective effort of individual investigators in this area that ensures the integrity of the University as a research institution.

The Research Subject Review Boards consist of a number of internal boards and an external review board, Western Institutional Review Board (WIRB). The internal RSRB Boards review and approve research that is funded by the government (e.g., NIH), state, foundation, department, non-funded investigator initiated studies and studies that involve gene transfer.  WIRB reviews industry-sponsored/developed studies that use test articles regulated by the Food and Drug Administration, i.e., pharmaceutical drug /device products. Refer to the Flow Chart for Assigning Research Projects for additional guidance at http://www.urmc.rochester.edu/rsrb/images/RSRBWIRBChart.JPG. 

Submission Process

To make decisions regarding subject safety in a research project, the board reviews the information provided by the investigator in the Review Application and study documents (protocol/study design, proposed consent form, subject recruitment materials).

The Review Application, instructions and guidelines for studies submitted to the RSRB can be found at the following links:

Application: http://www.urmc.rochester.edu/rsrb/rsrbforms.htm
Instructions for submitting an application: http://www.urmc.rochester.edu/rsrb/pdf/inst4resapp.pdf
For studies being submitted to WIRB, in addition to all study documents, the University of Rochester's Application for Industry-Sponsored Research Review and the WIRB® Initial Review Submission Form are required for review. These forms as well as additional information and guidance can be found at:

http://www.urmc.rochester.edu/rsrb/wirbforms.htm. Also, general information about WIRB can be found at: www.wirb.com
Submission Documents

In Module 1 the elements that should be contained in the protocol/ study design and the consent form were addressed. In addition to the Review Application there are additional documents that are required by the IRB.

Recruitment Materials

Direct advertising for research subjects are considered as part of the informed consent and subject selection processes and thus subject to IRB review and approval. The aim of the IRB review is to ensure that the information is not misleading to subjects. Guidance on what information should be included or excluded in recruitment materials can be found at: http://www.urmc.rochester.edu/rsrb/pdf/advertisements.pdf
Test Instruments   

If the studies involve the use of surveys, questionnaires and other test instruments, these should be included.

Assent

Adequate provision must be made for soliciting the assent of children capable of providing a meaningful agreement.  Guidance on the documentation of minor-subject’s assent and parents permission can be found at: 
· http://www.urmc.rochester.edu/rsrb/word/SLBASS-permission.doc
· http://www.urmc.rochester.edu/rsrb/word/SLBASS-assent.doc
HIPAA Authorization

The federal Health Insurance Portability and Accountability Act of 1996 (HIPAA), includes new important laws and regulations governing health insurance coverage protection and health information security for Americans and their families. HIPAA regulations require that investigators obtain permission from subjects to use their Private Health Information (PHI). Module 1 contains reference to standard wording that should be included in the consent forms for studies that use PHI. Additional information can be found on the URMC/SH intranet site at:

 https://intranet.urmc-sh.rochester.edu/policy/hipaa/
Educational Requirements/Programs

Human Subject Protection Training

Federal regulations and university policy require that individuals involved in research with human subjects be trained in ethical principles. The principal investigator, co-principal investigator, sub-investigator(s), study coordinator(s) and any other person obtaining consent must successfully complete the Human Subjects Protection Program (HSPP) or the Ethical Principles in Research Program (EPRP).  

Human Subject Protection Program (HSPP)

The HSPP is a self-study program consisting of a manual and an examination that applies to research that poses greater than minimal risk to human subjects. *  The manual was developed by UR faculty and staff and reviewed by an external (national) advisory committee. Upon the successful completion the program, individuals receive an HSPP number with an expiration date. This number and date are required information on all IRB application forms.  A research project will not be approved to begin without the successful completion of this program.  Information on how to obtain the program is at: http://www.rochester.edu/ohsp/certification/hspp.html
Ethical Principles in Research Program (EPRP)

The EPRP applies to research that poses no greater than minimal risk* to human subjects. The program consists of an examination based on the ethical principles for research outlined in the Belmont Report.  Upon the successful completion the program, individuals receive an EPRP number with an expiration date. A research project will not be approved to begin without the successful completion of this program.  Information on how to obtain the program is at: http://www.rochester.edu/ohsp/certification/eprp.html
Detailed information regarding the Review and Approval of Research Involving Human Subjects at the University of Rochester RSRB can be found at: http://www.rochester.edu/rsrb/
As a final note, it is important to remember that for sponsored research no research project involving human subjects can begin until both the Institutional Review Board and the Office of Research and Project Administration has review and approved the project.

* According to Federal regulations, minimal risk means that the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests. Examples of minimal risk procedures include most surveys, record reviews, moderate exercise testing, and administration of psychological tests involving a minor level of stress.
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