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SOP: Administrative Closures/Discards

PURPOSE
This procedure establishes the process to administratively close studies. 
The process begins when WVU OHRP identifies a study which needs to be closed administratively.
[bookmark: _Int_rSJyq8bR]The process ends when the activity is executed to administratively close a study. 
REVISIONS FROM PREVIOUS VERSION
None
POLICY
In this procedure “administrative study closure” means a project that is closed by WVU OHRP staff using the “Close Admin” feature.
An administrative closure due to expiration of IRB approval for failure to submit a continuing review or failing to submit a continuing review with sufficient time for review does not constitute a Suspension of IRB Approval or Termination of IRB Approval.
RESPONSIBILITIES
WVU OHRP staff are responsible for conducting these procedures.
PROCEDURE
Any study that has been lapsed for 30 days after the expiration date will be administratively closed if WVU OHRP has not received a continuing review or study closure request from the study team, barring extenuating circumstances that must be proactively communicated with WVU OHRP.  
WVU OHRP staff will notify the PI that the study will be closed prior to executing the “Close Admin” activity. 
Any study where a PI has departed WVU will be administratively closed if WVU OHRP has not received a Modification Request within 180 days of the departure to change to a new eligible PI, barring extenuating circumstances that must be proactively communicated with WVU OHRP. 
Any study that has not responded to clarifications within 90 days will be discarded, barring extenuating circumstances that must be proactively communicated with WVU OHRP. A New Study submission will be required for review and approval prior to conducting the research. 
MATERIALS
None
REFERENCES
None
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