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1. PURPOSE:  This policy describes the actions the IRB may take resulting from its review of research.


2. POLICY
As a result of its review, the IRB may decide to approve or disapprove the proposed research activity, or to specify modifications required to secure IRB approval of the research activity. Except when the expedited review procedure is used, these actions will be taken by a vote of a majority of the regular and alternate members present, except for those members present but unable to vote in accordance with the IRB's conflict of interest policies.  When reviewed via expedited review, the IRB Chair or designee can take any of the following actions except to disapprove a study.

3.
PROCEDURES: A. Determinations
The IRB may make one of the following determinations as a result of its review of research submitted for initial review or for continuing review: 

1)  Approval: The protocol and accompanying documents are approved by the convened board as submitted. The investigator is not requested to revise any aspect of the project.  Final approval date issued will be the day the study is approved by an action of the convened IRB or Chairperson or designee and expire within one (1) year of the meeting date.  

Approvals are always considered conditional to the investigator.  The conditions for continued approval and the time frame (if any) within which they must be met will be clearly stated in the approval letter.  If the conditions of the approval are not met, approval may be withdrawn.
3)
Approval Pending Changes:  The IRB determines that the study meets criteria for approval provided the investigator agrees to make specific changes to the application and/or the informed consent.  When the IRB stipulates specific revisions requiring simple concurrence by the investigator, the IRB Chair or designee may approve the revisions on behalf of the IRB via expedited review.

4)
Contingent Approval:  The convened board did not have any major concerns with the design of the research project; however, specific revisions are being requested from the investigator.  The Investigator will be informed in writing of the required changes and requested information and must provide the IRB with the changes or information.
The IRB Chair or his/her designee has the authority to review the information via expedited review unless the IRB requires that the material or information be reviewed by the convened IRB, the primary reviewer or another individual delegated by the IRB to review the response.  Upon satisfactory review, approval will be issued as of the date that the requested information or materials are approved.  However, the expiration date of IRB approval will be based on the anniversary date of the initial IRB review.  Subjects must not be recruited into the study until final approval has been issued. 

5) 
Tabled: The convened board requires significant additional information and/or a risk/benefit assessment could not be made with the information provided.  The investigator is notified.  The investigator may submit the requested information, may attend the next scheduled full board meeting to answer questions or may withdraw the proposal.
6) 
Rejected: The magnitude and/or number of concerns, questions or problems related to the research project are such that an approval cannot be made.  The investigator will be notified in writing of the concerns identified by the board and may attend a full board meeting and re-submit a revised project proposal.
4.  SCOPE

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

5.  RESPONSIBILITY


IRB Manager (or equivalent) is responsible for ensuring that all IRB decisions and actions are based on institutional and regulatory requirements.

IRB Chairperson (or designee) is responsible for ensuring the appropriateness of all IRB decisions and actions.

6.  APPLICABLE REGULATIONS AND GUIDELINES

21 CFR 56.109, 56.111, 56.113

45 CFR 46.109

7.  REFERENCES TO OTHER APPLICABLE SOPs

This SOP affects all other SOPs.

8.  ATTACHMENTS

None

9.  PROCEDURES EMPLOYED TO IMPLEMENT THIS POLICY

	Who 
	Task
	Tool

	IRB Manager (or designee)
	Document IRB decisions in the minutes.
	

	IRB Manager (or designee)
	Review and sign all IRB decision letters.
	

	IRB Manager (or designee)
	Distribute IRB decisions in a timely manner.
	See SOP CO 600
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