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OBJECTIVE:

To describe the procedure to follow to close a protocol.

PROCEDURE:

1. When a protocol is closed, the Principal Investigator will complete and sign the IRB-HSR Study Closure Form and submit it to the IRB-HSR within 30 days of the close of the study 

2. When the IRB-HSR office receives the form, an entry will be made in the IRB-HSR database in the event profile noting that the protocol has been closed.  The check mark will also be removed from the Active box at the top of the protocol information page of the database.  The study status box will be changed to “Closed”.  The total number of subjects enrolled in the protocol will be entered in the database.

3. The IRB-HSR file will have the following written on the front cover  “Protocol closed (Date).  Month /Year to discard.”
4.  These records are kept for 3 years after the study has been closed. If the protocol included a Data Use Agreement or a waiver of consent under HIPAA regulations the file will be kept for 6 years. 

· In order to determine if the protocol included a Data Use Agreement – go to the protocol in IRB Online- go to regulatory page.  If " HIPAA- Limited Data Set (see Data Use Agreement info below)" is checked the study included a Data Use Agreement and the file must be kept for 6 years.

· In order to determine if a protocol included a HIPAA Waiver of Consent- go to the protocol in IRB Online- go to the regulatory page.  If "Waiver of Consent" is checked AND the criteria under which the consent was waived includes 45CFR46.164.512 the protocol had consent waived under HIPAA and the protocol file must be kept for 6 years. 

5. Enter a comment in the closed event comment field:  Retain for 3 years or Retain for 6 years. 

6. Review file to make sure documents have not been filed in this protocol by mistake.  If found,  file in the appropriate protocol.

DOCUMENTATION:

Documentation will take place on the Closure Form or Status Form, in the IRB-HSR Database and in the IRB-HSR Study File.  The Closure Form or the Status Report will be stamped with the “Receipt Acknowledgment” stamp and a copy sent to the PI. 

REFERENCES:

UVA Investigator Agreement (see AG 2-6)

21CFR50

21CFR56

45CFR46

