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Difference between an Audit & an Inspection
A 3RD Party Audit (HGAP)

FSMA PSR Inspection

A way to demonstrate to buyers that you Demonstrates to Federal or State
have met the standards of the audit, and regulators that you are in compliance
implemented the Produce Safety Rule
with the Produce Safety rule
Voluntary

Mandatory

Not required by the FSMA Produce Rule

PR requirement for some farms

Performed by a 3rd party organization

Performed by State or Federal regulatory
inspector

•
Annually
upon request
Fee for service
Trainer: Atina Diffley
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Covers whole farm

Consequence of failure are loss of sales

Regulatory consequences of noncompliance

Requires a food safety plan

Doesn’t require a food safety plan

Certificate of compliance and listed on
USDA website

Documentation provided. Significant
deficiencies recorded for correction
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HGAP Audit Verification Checklist

FSMA Produce Rule and Product
PRODUCT LIABILITY

- Ask your buyer if they require a specific audit program
- Write to the audit

If your farm is exempt or qualified exempt
from the FSMA Produce Rule, and you
choose to not be in compliance, be aware
the Produce Liability insurers might deny
coverage of a food-borne illness on grounds
that the farm in not following existing
regulations (even if that farm is considered
exempt under the law.)

Code Key:
A=Assessment of
Risk
R = Record
WP = Written Policy,
Procedure/Plan
CAN=Corrective
Action Needed
IAR=Immediate
Action Required
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2 types of Inspection

FDA can show up at your establish. After showing
credentials and written notice, FDA has the right
to, at a “reasonable time:”
• Enter
• Inspect
• Take samples
• Don‘t have to give prior notice
• Can demand to see records
• It is a violation of law to refuse their entry
• You can require they make their record request in
writing
• They want you to be prepared, and often give
advance notice, but they don’t have to

Comprehensive: to evaluate compliance with FSMA
Directed: when there is a problem
- FDA authorizes states to carry out FD&C (1938
law).
- State departments of ag to design and implement
a compliance programs.
- Federal agents retain power to inspect.
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No cost to producer

Crop Specific

•

1

No predetermined frequency
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FDA Can
• Stop you from shipping
• Detain and seize
• Mandatory recall
• Suspend food facility registration
• Fine
• Warning letter and mandatory corrective
• Criminal prosecution: Jail
• Strict liability for violations—doesn’t matter if it
was accidental.

Tips on How to Have a Successful Food
Safety Audit or Inspection
Prior to an Audit or Inspection
• Have a written policy for inspections by food
safety auditors and government enforcement
officers visiting the farm.
• Perform a self audit in advance
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What To Do During the Audit or
Inspection

What Not To Do During the Audit or
Inspection

• Treat auditors and inspectors professionally
• Require ID and ask for the reason of the visit
• Take charge of the visit
• Strive for clear communication
• Be prepared to support your systems
• Ask if they will be taking samples for testing.
Collect your own samples of the same.
• You may want your attorney, extension agent, or
the Dept of Agriculture present for a directed
inspection.
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• Do not admit to any fault or deficiency or sign
any forms admitting to fault, without proper
legal advice.
• Do not volunteer information.
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Follow-Up
Follow-Up Right After the Audit or Inspection
• When agreement is not reached
Follow-Up Some Time After the Audit or
Inspection
• Audit results
• Inspection results
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What are your Food Safety System goals?

Next Steps
• Write your entire food safety plan
• Implement
• Self-audit
• Visit each other’s farms – team self-audit
• On-Farm Readiness Review 317-476-0056
• GAP auditor doing a mock inspection

1. Food safe practices to protect farm and customers
2. Recordkeeping for FSMA exemptions
3. Written food safety plan
4. FSMA Produce Rule compliance beyond exempt
5. Obtain an On-Farm Readiness Review
6. Compliance with a GAP or HGAP Audit’s Standards
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