SOME SUGGESTIONS TO HELP WITH AN FDA IRB INSPECTION

Some institutions found some, or all, of these suggestions were helpful when they had an FDA inspection.  Also refer to the Section in the FDA Information Sheets titled “FDA Institutional Review Board Inspections.”

A. BEFORE THE INSPECTION BEGINS

1.
Notify others about the inspection


Since the notification of the inspection usually comes in a telephone call to the IRB Chair from the inspector, make sure all other institutional officials who either administer the IRB or administer offices whose function is affected by the IRB (i.e. Clinical Research) also know about the inspection.



- appropriate individuals in your institution to notify could include the other members of the IRB, responsible institutional officials such as the CEO, head of medical affairs, research administration, institutional attorney, etc.


Alert the investigators at your institution.  IRB staff may be occupied with preparing for and (possibly) assisting during the inspection

- dealing with an inspection could divert IRB staff from day-to-day work

2.
Arrange in advance the place where the inspection will be conducted


Make sure there is a place where the FDA inspector(s) can work – will need a table for 1 or 2 (or more) people to work at and a place to put the records being inspected


- it is helpful if the place is close to where the IRB records are kept and also near a copying machine



- you may want to keep a record of what was copied during the inspection

- if you need a copying account, set one up

3.
Review your written procedures to make sure they are adequate.  FDA regulations define the minimum standard required for IRB written procedures

- Make sure your written procedures conform to the minimum standard

- Refer to the Appendix in the FDA Information Sheets titles “A Self-evaluation Checklist for IRBs (note: this Checklist is ORCA Information Letter #5)

4.
Make sure your records are in order.  FDA regulations define the minimum standard of adequate documentation of IRB activities

- Make sure your records contain the minimum standard

- Refer to the Appendix in the FDA Information Sheets titles “A Self-evaluation Checklist for IRBs (note: this Checklist is ORCA Information Letter #5)

5.
Learn from history


if you’ve been inspected before, look at the records of the previous inspection, especially the Form FDA 483 and any correspondence from FDA Headquarters related to the inspection



- deficiencies cited in the previous inspection should have been corrected

6.
Conduct a practice inspection, following FDA inspectional guidelines (see B-1 in the “Web Resources for Surviving an IRB Site Visit or Inspection”.  If you’ve never been inspected before or if you have a lot of new personnel (or you have a new IRB chair), do a ‘dress rehearsal’

- Set up roles in advance.  For example, who will be present (or at least available) during the inspection to answer questions (you may want to set up a resource list as to who will answer what sort of question, their phone number and when they will be available)

- If possible, have a person available to pull IRB records and make copies

- If you see problems, procedures can be corrected, if this is the remedy, but do not alter existing records

B. DURING THE INSPECTION

7.
Records


Make sure records will be available.  (Do you have storage elsewhere?)

- FDA regulations require IRB records be available for inspection and copying at reasonable times and in a reasonable manner.  Records stored off-site must be available at the time of inspection (it may take some time for records stored off-site to be delivered)

8.
Ask inspectors if they will give progress reports/updates during the inspection


Make any corrections you can during the inspection



- May be able to find missing documents, etc. before the inspector finishes

9.
Stay calm


if you see problems, don’t try to gloss over them.  Honest errors happen.



- Be ready to offer ways of preventing the problems from happening again

10.
At the end of the inspection, if a Form FDA 483 is issued, you should offer to correct the problems/deficiencies described during the exit interview



- You may be able to state what plans you have for corrections

- Commitment to correction counts

C. AFTER THE INSPECTION IS OVER

11.
Deficiencies


Start dealing with deficiencies found at the inspection as soon as possible.

- Make sure those institutional officials you alerted earlier are ready to deal with and (if possible) offer correction to the deficiencies found at inspection

12.
The institution can write a letter to the District Office in response to the inspectional findings described in the Form FDA 483

- If received in time, this response will be included in the materials submitted as part of the investigator’s report to FDA Headquarters

13.
Make sure you respond to any letters from FDA Headquarters

