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OBJECTIVE:

This AG describes the procedures to follow if the IBR for Health Sciences Research is inspected by an outside agency.

PROCEDURE:

All inspectors are to identify themselves by name and title and show appropriate written identification.  They should tell for whom they are working, they should show identification, and state the reason for the inspection.  

After the inspector has identified himself/herself, the IRB-HSR Director, IRB-HSR Associate/Assistant Director and/or the IRB-HSR Chair/Vice-Chair should be notified.  If an inspector is unable to provide identification, they should be politely asked to return when they can provide written identification.  If the IRB-HSR Director/Associate Director and IRB-HSR Chair/Vice-Chair are not available, the employee should offer to help the inspector, but let the inspector know that their supervisors are not present in the office and that they will do their best to help them, but that the supervisors might be better able to answer more of their questions.  If the IRB-HSR Director/ Associate Director and IRB-HSR Chair/Vice-Chair are not present and the Federal Inspector decides to stay and conduct the inspection, the IRB-HSR Director/Associate Director  and the IRB-HSR Chair/ Vice Chair should be contacted immediately.  Upon notification, they will return to the facility as soon as possible.  During the inspection the following guidelines should be followed:

1. All questions or concerns that are addressed by the inspector shall be answered accurately, honestly and succinctly.  Questions should be answered fully and answers should be only for the questions asked.  

2. The inspector has the right to visually observe and inspect all facilities and records of the IRB-HSR.  Full cooperation shall be given to that inspector.  

3. At times, the inspector will wish to duplicate records from the IRB-HSR.  When duplication of records occurs, a second set of records should be made at the same time for IRB-HSR, so that we have full notice of records the inspector has received.  The inspector may ask to be able to duplicate these records at our facility or ask office personnel to duplicate the records.  One person shall make themselves available for the duplication of these records.  A second set of records for IRB-HSR shall be given to the IRB-HSR Director following the inspection.  If the inspector decides to use duplicating equipment outside the IRB-HSR offices, an IRB-HSR employee shall travel with the inspector to the duplication office to verify what is copied and to obtain a second copy for our records.  All files that are confidential should be marked as such.  The Freedom of Information Act will protect the confidentiality of some of our files but not all, unless they are marked confidential.

4. Following the inspection, a summarization of the inspection should be given to the IRB-HSR Director, the IRB-HSR Chair, the appropriate Dean and the Associate VP for Research.  Once the summarization has occurred, any corrective action that needs to be taken by the IRB-HSR should be discussed.  A written response if required should then be submitted to the appropriate authority.  Any written responses will be first approved by the IRB-HSR Director, the IRB-HSR Chair, the appropriate Dean and the Associate VP for Research.

DOCUMENTATION:

Any inspector should leave a written form documenting the results of his/her inspection.  If this is an FDA inspector, he/she should present a form 482 upon arrival and then complete and leave a copy of form 483 documenting the results of the inspection.

REFERENCES:

None

