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1.  PURPOSE

The purpose of this policy is to identify those institutional officials, funding sources, agency heads and regulatory agencies that may require reporting from the IRB and the situations under which these agencies may need to be contacted.


2.  POLICY

The IRB is required by federal regulation and institutional policy to communicate certain actions to entities that may have an interest in the status of the research being conducted.

Specific Policies

A.  Internal Communications:


1)
Compliance

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.
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, the following:

· 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 the 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. 



2)
Legal Counsel

Legal Counsel may be consulted by the IRB when issues arise that require legal or policy interpretation. Legal Counsel upon request provides advice to the IRB when new law or policy may affect research. In doing so, the Legal Counsel assists the IRB in remaining compliant with applicable Institutional policies, laws and regulations. 
3)
Institutional Official 

The IRB manager and/or IRB Chair communicates with the Institutional Official on an as needed basis for regulatory documentation or other IRB business, such as appointments to the board membership.

4)
Oncology Sub Committee

Cancer related clinical trials are reviewed by the Avera Oncology Sub Committee. The Oncology Sub Committee provides review and recommendations to the IRB regarding approval of New studies, continuing review and other protocol revisions. The IRB makes the final determinations based on the Oncology Sub Committee recommendations and provides letters to investigators regarding the approval, areas of concern or requested changes.


B.
External Communications:



1)
Office for Human Research Protection (OHRP)

Federal Policy (Common Rule) for the protection of human participants at Section 103(a) requires that each institution "engaged" in federally-supported human participant research file an "Assurance" of protection for human participants. The Assurance formalizes the Institution’s commitment to protect human participants. 

Institutions engaged in human participant research that is conducted or supported by DHHS must provide written Assurances of Compliance to DHHS describing the means they employ to comply with the DHHS Regulations. OHRP negotiates and approves the Assurances on behalf of the Secretary, DHHS. An Assurance approved by OHRP commits the Institution and its personnel to full compliance with the regulations. 

The Avera IRB maintains a Federal Wide Assurance (FWA) and upholds its Assurance as filed with OHRP. A copy of the Assurance is maintained in the office of the IRB Manager. In order to maintain an active Assurance approved by OHRP, all information provided under the Assurance is updated at least every 36 months, even if no changes have occurred. The IRB Manager reports promptly to OHRP all amendments to the Assurance. Amendments to the Assurance include changes to the IRB membership rosters, the addition or deletion of an IRB Chairperson, or change in the signatory official. The Avera IRB is the IRB of record for a number of affiliate institutions through arrangements documented in writing. Authorization agreements are maintained by the IRB Manager and at each facility. 
2)
Food and Drug Administration (FDA)
The Avera IRB operates pursuant to the FDA regulations 21 CFR Part 50, 54, 56, 312, 600 and 812. 

The FDA has the authority to audit the IRB records and/or investigators on a routine basis or for cause. FDA field investigators interview institutional officials and examine the IRB records to determine compliance with FDA regulations. 

When the FDA notifies the Institution of an IRB site visit, it is the responsibility of the IRB Manager or designee to notify the appropriate institutional officials immediately. 

IRB Manager (or designee) retains written form FDA-483, if such a form is drafted. IRB Manager (or designee) informs Compliance Office and other appropriate institutional officials of preliminary findings of audit. 
3.  SCOPE

These policies and procedures apply to internal and external communications by the IRB.

4.  RESPONSIBILITY

IRB Manager (or designee) is responsible for corresponding with other interested entities concerning the status of research under review by the IRB.

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. 

Legal Counsel, upon request, advises the IRB with respect to organizational policy, U.S. and State Constitutional Law and other appropriate regulations.
The IRB Manager (or designee) is responsible to report incidences of noncompliance and concerns of participant safety to OHRP.
The IRB Manager (or designee) is responsible for ongoing maintenance of the FWA.
IRB Staff is responsible to immediately notify appropriate institutional individuals of communication from the FDA.

5.  APPLICABLE REGULATIONS AND GUIDELINES

21 CFR 50.24

21 CFR 56.113 

45 CFR 46. 113 

21 CFR 812.66

6.  REFERENCES TO OTHER APPLICABLE SOPs

This SOP affects all other SOPs.

7.  ATTACHMENTS

None
8.  PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY 

	Who 
	Task
	Tool

	IRB Manager
	Prepare and distribute all relevant correspondence to other entities in a timely manner.
	

	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.
	

	IRB Staff

IRB Members
	Consult with Legal Counsel as needed to obtain input regarding legal or institutional policies.
	

	IRB Manager / IRB Chair
	Consults with Institutional Official regarding regulatory issues or other IRB business.
	

	IRB Manager
	Maintains Federal Wide Assurance and authorizations as IRB of Record for affiliated institutions.
	

	IRB Members
	Review research in accordance with FDA Regulations.
	

	IRB Manager
	Acts as point of contact for an FDA audit and retains written form FDA-483, if such a form is drafted.
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