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Objective:
To provide Carilion Institutional Review Board (IRB) members and staff as well as investigators and their staff guidance on how to re-open a study that was previously concluded.

General Description:
Once a study has concluded, no further activity may take place.  Occasionally, however, there may be a request to re-open a study after it has been concluded.  Because the Common Rule requires that use of identifiable private information for research occur either with an IRB-approved protocol in place or with an IRB exemption of the research, the Carilion IRB has a mechanism available for the re-opening of a concluded study.  

IRB oversight is required after study conclusion when the study is re-opened for permitted activities as mentioned below.  IRB oversight is not necessary if the researcher only retains data after data analysis is complete.
Procedure:
A concluded study can be re-opened for one or more of the following reasons:
· There is a query for data clarification involving data existing at the time of the study conclusion

· There is a request for some additional data analysis involving data existing at the time of study conclusion

· There is a query of new follow-up data related to events occurring since study closure

· There is the need to notify subjects of their randomization status, the study results, or a newly identified risk

The request to re-open a closed study is not appropriate if the investigator is proposing to conduct new prospective data collection on the subjects who participated in the concluded study.  

If a study has been closed for a year or longer, simply re-opening the study will not be permitted; instead the investigator must prepare a new protocol submission.

To re-open the study, the study team must complete the following steps:

1) Notify the Research &Development office that the study will be re-opened.

2) Submit the current protocol and IRB Research Application.  If the study has changed, the investigators must submit the revised protocol and revised IRB Research Application with changes highlighted.  

3) Researchers should provide a statement to the IRB that explains why the re-open is necessary and the future plans for the study.

The re-open shall be approved for a period of twelve months (one year.)  If the investigator needs to extend the re-open for a period longer than twelve months, he/she must prepare an IRB Continuing Review form for annual review.
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