[image: image1.png]40
35
30
25
20
15
10

334
1616
1415
22
1 11 1
‘mm ©° g
OAl VAl NAI  NC Total

M Foreign
B Domestic
m Total






GLP Hot Topic- 2009 FDA GLP Inspection Program Metrics 
Scott C. Rumsey, RQAP-GLP

GLP Quality Consulting, LLC

It’s an annual highlight of the Society of Quality Assurance (SQA) Meeting to attend a presentation of GLP inspection trends and metrics provided by the agency.  Typically, the head of the FDA Office of Bioresearch Monitoring (BIMO) or designee, will share information on the numbers of inspections, the classifications, and also some trends in the nature of inspection findings.  These sessions are always well-attended, as industry can get a feel for any new areas of FDA inspection focus.  This year was marked by the unusual absence of FDA from this session.  As a result, Jim McCormack (former head of FDA BIMO, currently VP of Regulatory Affairs and Compliance at Charles River Labs) filled-in with a presentation based upon FOI requests of 2009 inspection metrics.

Some interesting trends were observed in the GLP inspection program.  Specifically, the reduced number of overall GLP inspections at 34 (compared to a historical number of approximately 130) was revealed.  While fluctuations in GLP inspection activity have occurred in the past, this is the lowest annual inspection total that the author has experienced.  This reduction may be caused by a number of factors including staff shortages, resource constraints, or a change in inspection focus/priority.  Without the attendance of the FDA at this session it is difficult to make any definitive statements.
The FDA typically would target facility inspections at a rate of approximately once every two years.  Additional audits might be scheduled at the request of the reviewing centers in support of specific applications.  The FDA website includes a listing of known GLP facilities along with past inspection dates and the classification status.  This listing is notorious for being slowly updated.  However, a review of the total number of facilities can give an indication of roughly how many inspections would be conducted if FDA maintains a two year schedule.  Currently, the listing includes approximately 290 GLP facilities.  At the rate of once every two years, the number of annual inspections would be approximately 145.

The agency conducted 1 foreign inspection, which at a 3% total is in-line with previous experience.  6% of the inspections resulted in a classification of OAI (Official Action Indicated), which would result in a warning letter).  This was also in-line with previous experience.  16 inspections were classified as VAI (Voluntary Action Indicated) where a Form 483 with findings is typically issued.  15 inspections were classified as NAI (No Action Indicated) with no 483 issued.  

The following graph provides a break-down of 2009 FDA GLP inspection activity:
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The takeaway:    The sharp drop-off in GLP inspection activity should be expected to reverse.  Percentages of foreign inspections and classification rates have remained comparable to historical experience.  Reasons for the decline in activity cannot be definitely determined.  However, past experience with FDA inspection program shows significant year-over-year variability.  

References:   FDA Website “Nonclinical Laboratories Inspected under Good Laboratory Practices”

http://www.fda.gov/ICECI/EnforcementActions/BioresearchMonitoring/NonclinicalLaboratoriesInspectedunderGoodLaboratoryPractices/default.htm
FOI Requests and Presentation of J. McCormack at the 2010 SQA Annual Meeting
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				Foreign		Domestic		Total

		OAI		0		2		2

		VAI		0		16		16

		NAI		1		14		15

		NC		0		1		1

		Total		1		33		34
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