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Objectives

• Provide talking points around OFRR for 
audiences.

• Discuss opportunities for outreach.

• Results of what we’ve done so far.



Audit
• Usually points based.
• Annual
• Crop Specific
• Consequences of 

failure are loss of 
sales

PSR Inspection
• NOT points based.
• May or may not be 

annual
• Covers whole farm
• Consequences of 

failure may be a fine, 
recall or closure.

Differences of Audits and Inspections

Presenter
Presentation Notes
From News from MSUE, March 2017….

	One of the issues that cause a lot of confusion is the difference between a food safety audit and our current understanding of an on-farm produce safety inspection. To be clear, the nature of an on-farm produce safety inspection is still unknown.  The differences between an inspection and an audit can still be understood by looking at how a compliance inspection in other food industry sectors is carried out.  Given the fact that inspections will be done in Michigan by the Michigan Department of Agriculture and Rural Development, it will likely take the form of similar food safety compliance inspections. 

	Many produce growers are familiar with food safety audits.  They usually follow a checklist with the relative risks of different food safety hazards weighted by a number of points.  In some cases, growers only need to achieve a percentage of the total score to pass an audit.  This allows growers to choose certain low risk practices to ignore or not implement and just “take the hit” on the audit.  These audits are annual, and sometimes several may be conducted in the same year. In the case of several brands of audits, they only cover one crop per audit.
 
	Inspections are not based on points.  All key components to a law where an inspection is required need to be considered.  Inspections are usually not annual, allowing for a facility to adopt changes gradually.  An inspection also would cover the entire farming operation, looking at how the whole farm handles the whole range of growing and harvest activities across different crops.  
The most important difference with an inspection is in the area of noncompliance.  With current food industry compliance inspections, a business is issued a list of corrective actions, or things that need to be fixed, after an inspection.  A follow-up inspection sometime in the future is scheduled, and the business is allowed to address the things that need to be fixed.  The expectation is that all things on the list will be addressed.  If they are not addressed in the follow-up inspection, usually some citation is given to the business.  Depending on how severe the issues are that were not addressed, it can range from a verbal warning to fines.
  
At any point in the inspection process, if an imminent food safety risk, or what regulators call an egregious condition, is present, regulatory action such as product seizure may be initiated.  Examples of egregious conditions may include direct or indirect raw sewage contamination of produce, human feces in growing fields, dead humans or animals in agricultural waters, etc.  (Refer to  “Egregious Conditions – Definition agreed upon between NASDA/States and FDA. Conditions as outlined below would trigger a regulatory response, even if observed during a non-regulatory farm visit (e.g. during an On-Farm Readiness Review).”  



On-Farm Readiness Review
• Not points based
• Voluntary
• Confidential
• Happens once (in 

most cases)
• Covers whole farm
• Covers critical areas 

of the farm

Presenter
Presentation Notes
Talk about new FDA – and how this is their stated goal.



Why Might a Farmer Want an OFRR?

• It is voluntary, confidential and free.
• It helps align what they’re doing to what’s required in 

the rule.
• It helps them figure out what they’re missing.
• It provides personalized discussion on their farm 

food safety activities. 
• Notes taken remain the property of the farmer (no 

FOIA-able records)
• It will improve the farmer’s readiness for a PSR 

inspection.
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Personnel providing OFRR services will not take notes during the OFRR, and they will encourage the Farmer to take any notes deemed necessary. This specific practice is designed to maintain Farmer confidentiality while simultaneously complying with Federal Freedom Of Information Act (FOIA) and similar State “Sunshine” laws that may require the public release of any notes created by government employees. 

If the OFRR team encounters egregious conditions or practices on the farm, which are essentially defined as conditions or practices that create an immediate public health threat, an OFRR may transition into a regulatory inspection. Factors that will influence if an OFRR must transition into a regulatory inspection will include the Farmer’s ability to contain and prevent the potential public threat. 



On-Farm Readiness Review Partners

• FDA
• Produce Safety, Office of 

Regulatory Affairs, 
inspector

• USDA
• FDA liaison, GAP auditor

• Extension
• Michigan, New Jersey, 

Florida, North Carolina
• Produce Safety Alliance





Additional Tool Components

• Each module of the OFRR corresponds to a 
resource document module in the tool

Regulation Recommendation Evaluation

Text of the Regulation Activities leading to compliance 
with the regulation

The first column 
includes the section 
and the text of the 
regulation that apply 
to this module

Presenter
Presentation Notes
You probably need to point out here that there may be more than one section in each module, or that certain text may be included in more than one module.

Rather than organizing the tool in the order of the rule, the tool was specifically designed to reorder the rule into the way a farmer might think about their own operation, preharvest activities, harvest activities, and post harvest activities, and focus them into what sections specifically apply to them, rather than overwhelming them with the whole rule.

Point out that some sections are highlighted in red.  These are the sections FDA has indicated are of high importance.




Additional Tool Components

• Each module of the OFRR corresponds to a 
resource document module in the tool

Regulation Recommendation Evaluation

Text of the Regulation Activities leading to compliance 
with the regulation

The second column addresses 
activities that may lead to 
compliance with the regulation.  
“Must” and “Should” are used

Presenter
Presentation Notes
Point out here that at this time, the text of this column may still change as guidance is released by FDA.
Much of this language is currently derived from the PSA training curricula



Additional Tool Components

• Each module of the OFRR corresponds to a 
resource document module in the tool

Regulation Recommendation Evaluation

Text of the Regulation Activities leading to compliance 
with the regulation

This column includes how 
compliance with the 
regulation may be evaluated 
by the reviewers, it includes 
records, when the records are 
mandatory

Presenter
Presentation Notes
Walk the group through that this may include observation, interview, or records. 

In the back of the binder is the PSA is the Required Records by the FSMA Produce Safety Rule Factsheet.  This document wil help you determine what records will require.



When can I get an OFRR?

• OFRRs can be scheduled right now.

• USUALLY they happen during harvest, so they’ll 
take place in the season.



How many people will conduct an OFRR?

• We expect most OFRR teams to include 2-3 
people.

• Unless you’re part of one of the trainings, those 
classes are currently at about 25 people!



How do I sign up for an OFRR?

• Send a request to Heather Borden at MSU 
Extension.

ofrr@msu.edu

• Use the subject “OFRR Request”. 

• Reference your farm address and contact info.

mailto:ofrr@msu.edu


Will someone just show up for an OFRR?

• NO – this is a voluntary program you register for.

• It’s not only voluntary, its also free!



Will signing up put me on some sort of a list 
for an inspection?

• Not intended to!

• And it may even drop you lower on the list of 
farms needing an inspection



Will they review my records during an 
OFRR?

• NO – the OFRR will ask if you are keeping the 
records required by the PSR, but will not perform 
a records review.



What if they find something wrong during an 
OFRR?
• Egregious Conditions

• A practice condition, or situation on an farm or in a packinghouse 
that is reasonably likely to lead to:

• Serious adverse health consequences or death from the consumption 
of or exposure to covered produce

• An imminent public health hazard is posed if corrective action is not 
taken immediately

• If an “Egregious Condition” is found reviewers have been 
trained in a course of actions to follow with the grower
• If product has not entered commerce, and the issue can be 

immediately addressed, FDA will not be notified



Is anyone else offering this service?

• OFRR’s will be run by State Departments of 
Agriculture

• Eventually, the OFRR materials will be available 
online, and other consultants or growers can use 
as they wish



Results so far…

• 75 OFRRs Reported in 
NCR for 2018

• 28 Confirmed Covered 
Farms.

• All but 8 farms either 
meet minimum 
standards, or need minor 
improvements. 



Most Used WAQs

• Health and Hygiene
• Wild and Domestic Animals
• Preharvest Sanitation
• Harvest Sanitation



Most In Need of Improvement

• Worker Training
• Harvest Sanitation
• Health and Hygiene



Areas of Concern
• Worker Training

• Inadequate records. 
• Harvest Sanitation

• Inadequate cleaning and sanitizing of contact 
surfaces.

• Inadequate cleaning of reusable containers.
• Health and Hygiene

• Inadequate worker training.
• Inadequate sick leave policy.
• Inadequate visitor notification.



What type of assistance do farms need to 
meet compliance?

• Time (37 Responses)

• Technical assistance (39 Responses)

• Significant monetary investment (3 Responses)



Fall 2018 Training Dates
November 7 – Dundee, MI

December  6 – Grand Rapids, MI

Enroll online at  
https://events.anr.msu.edu/2018FallPSA/



On-Farm Readiness Review Summary

• Final tool will be used by extension and others 
as educational tool for growers and packers 
under the Produce Safety Rule to use for self-
assessment.

• Utility of the tool will improve after FDA releases 
guidance



Phil Tocco
tocco@msu.edu

Office: (517)788-4292
Cell (517) 416-5314

Funding for this presentation was made possible in part by the 
Food and Drug Administration through grant PAR-16-137. The 
views expressed in the written materials do not necessarily reflect 
the official policies of the Department of Health and Human 
Services, nor does any mention of trade names, commercial 
practices or organization imply endorsement by the United States 
Government.
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