PARTNERS HEALTHCARE QUALITY IMPROVEMENT (QI) PROGRAM
GUIDANCE FOR CLINICAL RESEARCH 

PREPARATION FOR FDA INSPECTION

I. PURPOSE
The purpose of this guidance is to assist the clinical research team in preparing for and undergoing an FDA inspection.
This guidance is established to comply in part with the following regulations and guidelines:

21 CFR 312.60
21 CFR 312.62
21 CFR 312.64
21 CFR 312.66

21 CFR 312.68

21 CFR 600

21 CFR 812.145

ICH GCP Guidance

FDA Information Sheets
FDA Inspections of Clinical Investigators, January 2006
Guidelines for the Monitoring of Clinical Investigations, January 1998

FDA Compliance Program Guidance Manual, October 1997
II. RECOMMENDATIONS
Preparing for the inspection
1. When FDA calls to schedule an inspection, obtain the following information:

· FDA inspector name and contact information

· Additional inspectors information, if applicable

· The name of the PI being inspected

· What studies are being inspected

· The reason for the inspection
· Does the FDA want specific personnel available

· Does the FDA want specific documents available

2. Document any telephone conversation(s) that occurs between the FDA inspector and the study staff.

3. Notify the following parties of the impending inspection.  Include the study name, the PHRC protocol number, and the date of the inspection:

· All study staff

· Sponsor (if applicable) 

· Partners Human Research Quality Improvement (QI) Program
· Partners Human Research Committee (PHRC)
4. The FDA inspector will usually request that the inspection take place within 10 days.  

5. Request the medical records for all subjects enrolled in the study.  Inform the Medical Records Department that this is for an FDA inspection and all records need to be available for the audit.
6. Reserve a room in a private area for the inspection.  The room should contain no files or records.  Make sure that there is a copy machine located close to the room.  

7. Identify a person who will serve as an escort and oversee the inspection.  The escort will serve as a guide and general study contact person.  The escort will need to be readily available to the inspector at all times.
8. Prepare a general overview of the study.  This should include: a summary of the study, adverse events, deaths, violations, and deviations.  This is to be kept as a reference for the PI and study staff.

9. Ensure that all study documentation, including informed consent forms, source documents, CRFs, regulatory documents, PHRC documents, and sponsor correspondence are available for review by the inspector.
10. Review study documentation for:

· Comprehensiveness, accuracy, and compliance

· Weakness/gaps; correct those that can be corrected (i.e. file violations, draft notes-to-file, locate missing documents, etc.)

· Unresolved or outstanding issues; develop a corrective plan for any unresolved/outstanding issues.

11. Keep all study documents and records ready and accessible, but do not volunteer a list of them to the inspector.  Always wait for a specific request to provide information.
During the inspection
1. The Principal Investigator (PI) or his/her designee should meet the inspector and receive and sign the FDA form 482 “Notice of Inspection.”  Request to see the inspector’s identification if he/she does not present it to you.
2. The FDA inspector may request a tour of the facility areas where the research took place.  The escort should accompany the auditor at all times.
3. The standard procedure is that the inspector will request files for review.  Provide the inspector only with files that have been requested.  

4. The inspector will request copies of some documents.  Remove subject identifiers from the copies given to the inspector.  Make a copy for yourself of any documents that are requested by the inspector.  The inspector’s copies should be stamped ‘Confidential’ and your copies should be stamped ‘Copy.”

5. The PI should set aside time each day to talk with the inspector, as well as being available for any questions that may arise.
6. Answer all questions from the inspector honestly and completely.  Listen carefully to the question and only answer what was asked.  It is OK to defer to the PI or other study staff if you don’t know the answer.  Keep a log of questions asked by the auditor.
7. How to answer FDA Questions:

· Be concise; answer only the question that is asked
· Always be clear with answers to questions

· DO NOT volunteer information.  DO NOT guess or speculate.  If you don’t know the answer, write down the question and refer it to the appropriate person (PI or other study staff.)

After the inspection
1. The FDA inspector will hold an exit interview at the conclusion of the audit.  The escort, PI and any other appropriate staff should attend this interview.   The purpose of this interview is to review the FDA’s findings and deficiencies, if any.
2. During the exit interview:
· The escort should document the conversation, specifically noting observations, comments, and commitments.
· The FDA will review the findings.  Any deficiencies will be noted on the FDA Form 483 and given to the PI.

3. If any serious deficiencies were found during the inspection, they will be noted on the FDA Form 483.  The auditor will give a copy of this report to the PI.

Response to the FDA Form 483
1. Contact the Partners QI Program for assistance with the response to the Form 483.  

2. The written response should include the following information:

· Determine if a finding was an oversight/single occurrence or if it is a systemic problem requiring a chance procedure/process.

· Describe corrective actions.  This should include justification of why the proposed response would correct this problem and prevent it from reoccurring.  Set a timeline for the corrective actions.

· Address each specific finding, point by point.

· The response should be sent to the FDA within 30 days. 
