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Objective: 
To describe the procedure the Carilion Institutional Review Board (IRB) will use for addressing complaints received from patients, research subjects, investigators or staff involved in human subjects research under the jurisdiction of the Carilion IRB.

General Description:
The Carilion IRB staff will seek to investigate and resolve written and verbal complaints concerning the conduct of human subjects research studies. Complaints may come from any source including IRB members, investigators and their staffs, participants in the research and their families, institutional personnel, other institutional committees, the media and anonymous sources. Complaints may come from any category of research reviewed and may include anyone involved or not directly involved in the research study. The confidentiality of the individual filing the complaints and of the individual(s) about whom the complaint is made will be protected to the greatest extent possible. 
Procedure:
Complaints should be directed to the Carilion IRB Regulatory Affairs Administrator (RAA). The RAA will investigate the complaint and make a determination of whether the complaint relates to the conduct of a research study. If the substance of the complaint is not directly related to a research study, it will be referred to an appropriate institutional official. If the complaint is directly related to a research study, the RAA will further investigate the complaint. The level of investigation will depend on the seriousness of the situation and the potential risk to subjects. 

Within ten working days, the RAA will submit a brief written report to the Carilion Human Protections Administrator (HPA). The report will include name and contact information of the individual making the complaint, the date the complaint was received, a copy of the written complaint, if any, or a written description of the verbal complaint, and a copy of written responses or verbal summaries of responses from others contacted about the complaint. The RAA and HPA will decide if the complaint can be resolved and, if so, take the appropriate steps to do so. If non-compliance is suspected, procedures handling allegations of non-compliance as outlined in SOG 6.4 will be followed. If scientific misconduct is suspected, procedures outlined in Carilion Policy/Procedure Research Misconduct in Human Subjects Research will be followed.
If the complaint cannot be resolved at this stage, the RAA will conduct a further investigation or audit. The RAA will work collaboratively with other appropriate officials to resolve the complaint.  These officials include the Chair of the Carilion IRB, the Carilion HPA, the Carilion Institutional Official, the Carilion IRB Administrator, the Carilion Research Administrator, and the appropriate Carilion Research Coordinator(s). At the completion of the investigation or audit, the findings, if warranted, will be referred to the appropriate IRB for review. A determination will be made by the IRB of any further actions that are to be taken.
It is the responsibility of the investigator to notify the IRB of any human research subject or other individual’s complaint regarding the research. The complaint may be reported at continuing review if it involves no risk to human subjects or does not change the risk /benefit ratio. An example would be when a subject complains he/she does not like the investigator’s clinic hours and subsequently withdraws from the study.
When a complaint involves potential risks to human subjects or others or when a complaint involves a potential change in the risk/benefit ratio as an unanticipated problem, the investigator must report the complaint to the IRB as soon as possible, but no later than five business days after the investigator first learns of the complaint. An example of such a complaint would be the office where the research is conducted complains that a research assistant has not maintained her research notes in a confidential manner that may have breached confidentiality. 
Investigators are to cooperate with the IRB by making documents accessible, responding to written requests within a designated timeframe and being available for questions by the IRB. 
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