FDA Inspection Checklist

	
Protocol:  __________________________________________________________________

IRB#:  _____________________________________________________________________

Principal Investigator:  ________________________________________________________

Date/Time FDA Contacted Site: ________________________________________________


	Information to collect from FDA Inspector:

[bookmark: _GoBack]Name:  ____________________________________________________________________

Contact Information (phone/email):_____________________________________________

Name of study being inspected:  ________________________________________________

Specific study personnel requested: ______________________________________________

Specific documents requested: __________________________________________________

Date(s) of inspection and expected duration: _____________________________________

Document details of telephone conversation with FDA Inspector:




	Notify Appropriate Parties:

   Principal Investigator
   Key Study Personnel listed on FDA Form 1572
   Staff in the facility or areas in which research was conducted
   Sponsor, if applicable.  Review study agreement for terms about FDA inspections.
   UC San Diego Office of Clinical Research, Office of Research Compliance and Integrity, IRB


	Before the inspection:

 Ensure that all medical records for all subjects enrolled in the study are available

  Reserve a room in a private area for the inspection:
          The room should not include any files or records that do not pertain to the inspection
          The room should be close to a copy machine
          The room should be away from patient care and research staff work areas

          Identify a person who will serve as the escort[footnoteRef:1] for the FDA inspector and oversee the  [1:  The escort will serve as a guide and contact person for the inspector and study personnel, and will be available to the inspector at all times.] 

             inspection:  _____________________________

          Identify a person who will document the inspection activities by keeping a log of activities, 
             discussions, and questions by the inspector.

          Prepare a study summary for the inspector, the PI and study personnel that includes a
            synopsis of the study, adverse events, deaths, protocol deviations/violations, delegation log, 
           sponsor contact information, and IRB contact.  

          Ensure all required study documents are available for review by the inspector:
· All informed consent forms
· All original source documents, including printed labs and ECG reports
· Case report forms
· Regulatory files (IRB and regulatory documents and copies of all correspondence)
· Test article accountability and storage records
· Training logs

         Review study documentation to ensure it is complete, accurate, and compliant.

         Identify any gaps in documentation, correcting any that can be corrected by:
· Submitting protocol deviations/violations
· Developing corrective action plan(s) for any unresolved/outstanding issues

         Hold all records in preparation for the inspection, but do not provide all records or a list of 
           records to the inspector
   

	During the inspection:

         The PI or designee must be available to meet with the FDA inspector to receive and sign the
           FDA Form 482 “Notice of Inspection”.

         Confirm the FDA inspector’s credentials upon arrival to the site.

         Notify staff in study areas to be prepared for FDA inspector walk-through and to be prepared 
            to answer questions, as asked[footnoteRef:2]. [2:  Staff should be instructed to answer questions directly, concisely, and honestly, and to listen closely to the question, responding only to what is asked; defer to the PI or other study staff if the answer is not known.] 


        The inspector will request files for review.  Provide the inspector with files as they are 
           requested.  

         The inspector will request copies of some documents.  

· Make two copies of requested documents, stamping one “confidential” for the inspector, and one “copy” to remain with the site’s inspection file.
· The individual documenting the inspection activities should maintain the log and copies.

         The PI should check with the inspector each day of the inspection and make themselves
        available to talk with the inspector, as needed, and to answer ad hoc questions.

        The FDA inspector will hold an exit interview with the PI at the conclusion of the inspection.
· The escort and the person documenting the inspection activities should attend this meeting, and the conversation should be documented, noting observations, comments, and any commitments made to the inspector.
· The FDA inspector will review the FDA’s findings and deficiencies, if any, which will be noted on an FDA Form 483 and given to the PI.  
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