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Purpose
The purpose of this policy is to identify mechanisms in place for IRB communication with the Compliance Department as well was use of the Compliance Department as a resource for compliance and HIPAA regulations.
POLICY
The Office of Compliance will act as a resource for assisting the IRB in identifying and disseminating new information that may affect human research protection. This information may include new or revised state laws, federal regulations or guidance, and institutional policies and procedures 

The IRB functions independently and free from outside influence. The IRB staff will report incidents of influence that directly affect the review process and thus the protection of human participants to the Compliance Department. 

SPECIFIC POLICIES:

Compliance:

Investigator noncompliance may be the result of communication difficulties; therefore the IRB will attempt to resolve apparent instances of noncompliance without interrupting the conduct of the study, especially if the rights and welfare of subjects may be jeopardized. 

If it appears that an Investigator is intentionally in noncompliance, the IRB, through the IRB Chair will notify the Investigator in writing, detailing the alleged noncompliance, specifying corrective action, and stating the consequences.  Copies of such correspondence shall also be sent to the Sponsor, the individual’s supervisor, and the appropriate Facility Compliance Department. 

Should noncompliance continue, appropriate action will be determined at a convened meeting.  Action by the IRB can include but is not limited to:

· Halting the research until the Investigator is in compliance.  If the research is halted, OHRP will be notified if the research is funded by a government agency, and FDA will be notified if the research involves an FDA regulated product or agent.

· Requiring the Investigator to complete a training program. 

· Barring the Investigator from conducting further research.

· Any other action deemed appropriate by the IRB.

When unapproved research is discovered, the IRB and the institution will act promptly to halt the research, ensure remedial action regarding any breach of regulatory or institutional human subject protection requirements, and address the question of the Investigator's fitness to conduct future human subject research.

Serious or continuing noncompliance with federal policies on the protection of human subjects or the policies, procedures or determinations of the IRB must be reported promptly to the appropriate Avera Compliance Department as well as the appropriate department or agency head for funded proposals, Sponsors if appropriate, and to OHRP and/or FDA as deemed necessary.

The IRB's responsibility is to protect the rights and welfare of research subjects, which could be placed at risk if there is misconduct on the part of an Investigator or any member of the investigative team.  It is, therefore, the duty of the IRB to be receptive to and act on good faith allegations of misconduct.  Allegations of misconduct in science should be referred to the Avera Compliance Department for handling under Avera policies

HIPAA

The Office of Compliance reviews all non-research privacy issues and provides guidance on research-related issues at the request of the IRB. 

scope

This policy applies to interactions between the Office of Compliance and the IRB
responsibility

The Compliance Officer provides guidance to the IRB regarding privacy issues. 

The Compliance Officer advises the IRB Manager on compliance issues. The IRB Manager informs the Compliance Officer regarding noncompliance issues. 

applicable regulations and guidelines

45 CFR 46 

21 CFR 56 

Health Insurance Portability and Accountability Act, 45, CFR parts 160 and 164, August 2003 

references to other applicable sops

This SOP affects all other SOPs.

attachments

None
procedures employed to implement this policy

	Who 
	Task
	Tool

	IRB Manager
	Consults with Compliance Officer regarding HIPAA issues as necessary
	

	Compliance Officer
	Provides input/expertise regarding regulatory issues associated with Privacy regulations
	

	IRB Manager
Compliance Officer
	Will review allegations of Investigator Non-compliance and act on accordingly as determined by subsequent investigation and/or interviews with involved parties.
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