UNCG IRB Informational Note 1

This is the first in series of informational notes from the Office of Research Compliance and the UNCG IRB. The purpose of these periodic notes is to inform and educate UNCG faculty, staff and students about issues and…of relevance to Human Subjects research.

In the 21st century research has grown to new heights, which has created numerous ethical concerns Institutional Review Boards (IRB) continues to work along side researchers to find a balance between research practice and regulations.  According to the federal Office of Human Research Protections (OHRP) database there are approximately 30,000 registered IRBs nationwide. These IRBs encompass both social behavioral and biomedical institutions.  
The theory that only biomedical institutions can get into trouble is incorrect as there have been several small social behavioral institutions that have been handed some heavy sanctions including terminations of all funded research activity.  In September of 2007 Bluefield State College, a small college in West Virginia, made national news when their institution was forced by OHRP to terminate all funded research projects.  OHRP issued their standard letter of determination (full text can be found at http://www.hhs.gov/ohrp/detrm_letrs/YR07/sep07c.pdf) to Bluefield State College documenting the reasons for their mandated termination of all federally funded research mandate.  Some of the identified issues included a lack of resources, failure to report to OHRP as required for all applicable situations, use of inappropriate informed consent forms, lack of written IRB procedures, and lack of sufficient information to prove that substantive IRB reviews had been conducted.  
Adequate reviews of initial protocols and continuing review protocols including all necessary information to allow for substantive reviews were neglected by Bluefield State College.  A part of a substantive review includes review of the Department of Health and Human Services grant application, criteria established in OHRP regulations for human participant research and notation of any conflicts of interest of parties conducting the research and individuals evaluating it.  

UNCG researchers would agree that acceptable completion of the informed consent document is usually one of the most controversial issues of working with the IRB. However, in their letter of determination to Bluefield State College, the OHRP made it clear that some of the basic elements were missing and inappropriate (exculpatory) language was used.  Including the basic elements of informed consent is a small task, but proves to be critical in adhering to one of the basic principles of the Belmont Report “Respect for Persons.”  The Belmont Report is one of the founding documents for ethical research that identifies three principles respect for persons, beneficence, and justice.  These three principles are the foundation for reviewing research that involves human participants. 

Lesson from this case: Upon through review of the letter of determination for Bluefield State College there were several references to federal requirements from OHRP that are often discounted or overlooked by institutions as a whole.  None the less all of the regulations/guidance established by OHRP for human research must be adhered to even for small social behavioral institutions.  
In closing: UNCG has a solid foundation with its IRB who along with the Office of Research Compliance work diligently to ensure that the human research program meets the federal standards.  Along with your assistance we will continue to strive for excellence in research while maintaining compliance along the way.      
