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1. Purpose
The efficiency and effectiveness of the IRB is supported by contact with other entities and individuals within Avera Health and Avera Facilities. The IRB Chair and/or the IRB Manager may establish additional reporting relationships between the Avera IRB, designated IRBs and other officials or committees as deemed appropriate.

2. Policy
The IRB complies with federal regulations and notifies investigators of all decisions made by the IRB in writing. It is imperative that open and frequent communication be maintained between the IRB, the investigator and research study staff.

The IRB promotes open communication from the investigator regarding questions, concerns, and suggestions as they pertain to the protection of human subjects. Questions are answered as promptly as possible, and every attempt will be made to utilize internal and external expert resources to assure appropriate responses.

3.
Procedures
A.  New Research Projects: 

1)  Once a research project is reviewed by the convened IRB, the investigator will be notified in writing of the IRB’s decision within ten (10) working days after the meeting. The letter will state that the decision of the IRB is to approve, contingently approve, defer or disapprove the project.
2)  After review and approval of research projects meeting one of the Expedited Review Categories, the IRB manager will notify the investigator in writing regarding the approval of the project. If revisions or submission to the convened IRB is required, the IRB manager will notify the study staff and/or investigator via either e-mail or telephone.
3)  If the research project receives contingent approval status and is pending receipt and review of requested revisions and/or information from the investigator or sponsor, the IRB must receive a response within 45 days of the date of notification. This period may be extended if the investigator/sponsor communicates a need for an extension. If a response is not received within 45 days, the investigator will be informed in writing that the project has been administratively withdrawn.
4)  Deferred or Disapproved IRB Action: Correspondence to the investigator will provide the reason(s) for the IRB action and instructions to the investigator for appeal or response to the Board’s decision.

B. On-going research projects: 
The IRB Manager will notify investigators in writing regarding the review decisions of all submissions related to on-going research projects within ten (10) working days after the meeting. These decisions may include:
1)  All revisions, additions or deletions to a research project.

2)  Notification of an impending continuing review and outcome of the project once it has been reviewed.

3)  Actions to withdraw or inactivate a research project and the reason such action is being taken.
4)  Response to all local reports of unanticipated problems and adverse events.
5)  Necessity to conduct a review as described in the Research Misconduct Policy (QA903).
C. Content of Final Approval:
The IRB-approved consent(s) will be dated with the period of approval and forwarded to the investigator with the final approval letter. Standard conditions for continued approval include, but are not necessarily limited to, the following: 

1)  Informed consent is obtained and documented as stated in SOP IC 701-703. 

2)  The IRB is notified of serious adverse events or unanticipated problems within appropriate periods as described in SOP RR 403. 

3)  Changes to the protocol, and deviations from the protocol are reported as described in SOP RR 403.  

4)  Continuing review reports are submitted to the IRC as described in SOP RR 404. 

D. Appeal of IRB Action 

An investigator may appeal the revisions required by the IRB in the protocol and/or informed consent form. This appeal must be in writing and submitted to the IRB Manager. Investigators may also appeal an IRB decision to disapprove a study. Any such appeal may be in writing or in person and must be reviewed by the full IRB at a convened meeting. If the appeal is denied and the study disapproved, the investigator’s institution cannot override the IRB’s decision.

4.  SCOPE

These policies and procedures apply to all research submitted to the IRB.

5.  RESPONSIBILITY

IRB Manager (or equivalent) is responsible for overseeing all IRB communications.

IRB Manager is responsible for generating appropriate correspondence in response to IRB meetings and decisions.

IRB Manager is responsible for distributing IRB correspondence to appropriate parties.

6.  APPLICABLE REGULATIONS AND GUIDELINES

21 CFR 56.109, 56.113

45 CFR 46.109, 46.113

7.  REFERENCES TO OTHER APPLICABLE SOPs

This SOP affects all other SOPs.

8.  ATTACHMENTS


Notice of IRB Approval 
Notice of Contingent approval

Study Closure/completion
Adverse Event/IND Safety Report Acknowledgement

Acknowledgement

Notice of Study Suspension (Lack of Continuing Review Report)
Notice of Study Termination (for Cause)

9.  PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY

	Who 
	Task
	Tool

	IRB Manager

IRB Manager

IRB Chairperson (or designee)

IRB Manager

IRB Manager


	Ensure that all communications follow established procedures and format.

Ensure that the determinations and requirements of the IRB are communicated to the Investigator within ten (10) working days.

Review and sign IRB decision communications.

Supervise clerical staff to ensure that all communications with Investigators, regulatory bodies, and others as appropriate are accurate and timely.

Ensure that documentation, either electronic or paper, of any communication of determinations, requirements, or actions of the IRB or representatives of the IRB, when acting in a regulated capacity, are maintained, according to procedures in section FO 304:  Documentation and Document Management.

Ensure that all verbal communications are documented (either electronically or on paper) and retained in the study file according to procedures in section FO 304: Documentation and Document Management.  

Ensure that the appropriate entities are copied on the documentation and notification of any IRB determinations and actions as described in section CO 602 and as noted on this procedure's attachments.

Distribute correspondence as directed.

Record communications as required.
	Notice of IRB Approval 

Notice of Contingent Approval
IRB Compliance Assurance

Adverse Event/IND Safety Report Acknowledgement

Study Closure Acknowledgement

Notice of Study Suspension (Lack of Continuing Review Report)
Notice of Study Termination (for Cause)
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