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Broad Overview of FSMA
• Suite of 7 Rules – Highlights & Important Dates

o Produce Safety Rule, Preventive Controls for Human Food
& Foreign Supplier Verification Program

• Some Specificity
o Focus on Produce Safety Rule

Outreach & Resources

Recent Updates

Today’s Presentation  ‐‐
Food Safety Modernization Act



Potentially Subject to:
• Produce Safety Rule
• Preventive Controls for Human Food
• Foreign Supplier Verification Program
• Others…
Considerations:
• Not covered (§112.2) rarely consumed raw or 
commercial processing

• “Qualified” exemptions (all)
• Size categories for compliance dates (all)

Based on “Anticipated Attendee List”…



USDA & FDA Working Relationship
• 2 Federal/National Departments

– Separate/DifferentMissions
• Memoranda of Understanding
• Government Review Process

– led by the Office of Management & Budget
• Ongoing Relationship

– Liaison Position at USDA to FDA
• Various activities ‐ FSMA‐focused & other

– Joint GAPs Alignment & LGMA Alignment Projects
– Linkages to other USDA Agencies
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FSMA Central Principles
• Move food system from reaction to 
prevention 

• High rates of compliance critical to success
• Domestic and import parity
• Educate before and while regulating
• Risk based approach to inspection and work 
planning

• Critical role of partnerships
– Other federal agencies
– Integrated food safety system
– Foreign partnerships
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• Signed into law in 2011 
• Seven foundational rules finalized in 2015 & 2016

– Preventive controls for human food
– Preventive controls for animal food
– Produce safety rule
– Foreign supplier verification programs
– Accredited third‐party certification
– Sanitary transportation
– Intentional adulteration

• Additional rulemaking: Lab accreditation, tracing, food 
registry, technical amendments, compliance date extensions

• Staggered implementation by rule and by size
• Related activities – guidance, technical assistance, fact 

sheets, constituent updates…

FSMA Implementation



“Farm” Definition
• Cross‐cuts all FSMA Regulations
• Definition revised within Bioterrorism Act, 2002

o Provides for definitions of:
 Primary Production Farm
 Secondary Activities Farm

Draft Guidance for Industry: Classification of Activities as 
Harvesting, Packing, Holding, or 
Manufacturing/Processing for Farms and Facilities

http://www.fda.gov/Food/GuidanceRegulation





FDA’s Produce Safety ‐ Highlights
• Definitions & General Provisions 
• General Requirements & Alternatives
• Personnel Qualifications & Training 
• Health & Hygiene
• Technical Provisions
• Analytical Methods
• Records
• Variances
• Recent Updates



FDA Decision Tree

Coverage & Exemptions
…Am I subject to 
Produce Safety Rule?

http://www.fda.gov/downloads/
Food/GuidanceRegulation/FSMA/
UCM472499.pdf



Recent Updates
September 12, 2017

• Ag Water Compliance 
Dates

• Stakeholder Engagement, 
i.e., Water Summit

• Water Test Methods
• Produce Farm Inspections
• Training



Sprouts
The largest covered sprout operations required to be in 
compliance with all applicable provisions of the 
Produce Safety Rule (including water) by this past 
January 26, 2017.
• Small operations compliance is January 26, 2018
• Very small operations compliance is January 28, 2019

Draft guidance to help sprout operations comply with new 
standards  issued on January 19, 2017

http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocuments
RegulatoryInformation/ucm510578.htm





FDA’s Preventive Controls for Human Food 
Highlights

• Definitions & General Provisions 
o Coverage, Exemptions & Limitations, Farm definition

 Packinghouses not meeting farm definition

• Current GMPs ‐‐ updated & clarified
• Establish & Implement:

o Food Safety System (documented in Food Safety Plan)
o Supply‐Chain Program (documented)

• Records 





FDA’s Foreign Supplier Verification Program 
Highlights

• Definitions & General Provisions 
o Coverage, Exemptions & Limitations, Farm definition
o Program Development

• Hazard Analysis
• Supplier Approval Program & 
Verification Activities

• Records



FDA Decision Tree

Coverage & Exemptions
…Am I subject to FSVP?

https://www.fda.gov/downloads/
Food/GuidanceRegulation/FSMA/
UCM472461.pdf



No easy chart or table….FDA’s webpages contain 
the most up‐to‐date information.  Considerations:
• Only packing/holding RACs
• Except “ownership” would be secondary activity's 

farm
• Color added RACs (manufacturing)
• FSVP ‐‐ based on size & rule supplier subject to…
• Support qualified exemption
• Customer written assurances
• Supply Chain Program
• Other…

Compliance Dates 



• Outreach Activities
• Training Strategy

• 3 Alliances & Other Cooperative Agreements
• Technical Assistance Network
• Produce Safety Network

• FDA On‐Farm experiences/opportunities
• Guidance Document development & updates

• GAPs, Implementation & Compliance, Small Entity Guide
• Implementation Strategy

• NASDA‐FDA Implementation Strategy Workgroup
• Including “On‐Farm Readiness Review” Program

• State Cooperative Agreement Program
• Consider Results of Marketplace Activities 

Outreach, Resources & Technical Assistance
“Educate before and while we regulate” (FDA Leadership)



Outreach
• USDA AMS

• This Presentation
• Variety of on‐going activities
• Liaison Position

• USDA National Institute of Food & Agriculture, Food 
Safety Outreach Program

o https://nifa.usda.gov/food‐safety‐outreach‐program
• USDA Natural Resources Conservation Service

o Balancing conservation and food safety considerations
• FDA

• Cooperative Agreements
• Website postings & Stakeholder/Constituent Updates
• Presentations



FDA’s Training Strategy



• Grower training course available to help the domestic 
and foreign produce industry identify risks on the 
farm, implement practices to reduce risks, and 
understand requirements.
§ 112.22(c) At least one supervisor or responsible party for 

your farm must have successfully completed food safety 
training at least equivalent to that received under 
standardized curriculum recognized as adequate by FDA.

• Developing web‐based grower training course to 
ensure access to online training.



Technical Assistance Network

http://www.fda.gov/
Food/
GuidanceRegulation/
FSMA/
ucm459719.htm



FDA’s Produce Safety Network (PSN)
https://www.fda.gov/downloads/food/guidanceregulation/fsma/
ucm560008.pdf

Lists
Contact Info by 
Region/State



Guidance Documents
https://www.fda.gov/Food/GuidanceRegulation/FSMA/
ucm253380.htm#guidance

• Typically Issued as “Draft Guidance for Industry” with 
comment period.

• 22 FSMA‐related documents issued since 2016.  
Many more in development.

• Recent:
o “Small Entity Compliance Guides”
o Classification of Activities as Harvesting, Packing, Holding, 

or Manufacturing/Processing for Farms and Facilities



• NASDA‐FDA Implementation Strategy Workgroup
o “On‐Farm Readiness Review” Tool
o Regulatory Inspections

• State Cooperative Agreement Program @FDA
• Leveraging Existing Mechanisms

o Within the Produce Stakeholder Community
o Support public & private parties involved in audits 
and other accountability functions with technical 
assistance and other collaborative support
 Considering Alignment Projects

FDA’s Implementation Strategy
“Educate before and while we regulate” (FDA Leadership)



State Produce Implementation 
Cooperative Agreement Program (CAP)
https://www.fda.gov/forfederalstateandlocalofficials/fundingopportunities
/grantscoopagrmts/ucm517991.htm



…Considering Alignment Projects…
Aligned…to reflect consideration of all components 
(minimums) of Produce Safety Rule
• Not “identical” or “equivalent”

USDA GAPs Alignment Project 
• USDA’s Produce Harmonized GAP Audit
• “Aligned” and being utilizing this season

LGMA Alignment Project 
• LGMA Metric (CA & AZ) now “aligned”
• CA LGMA beginning outreach/training campaign

Your Industry…
• Consider alignment or other demonstrations of compliance





https://www.fda.gov/Food/
GuidanceRegulation/FSMA
/default.htm

Each Rule

Additional 
Resources

Have 
questions?

Resources for More Information


