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WHAT’S NEW WITH FDA & FSMA?



Food Safety Modernization Act 
Celebrates its 10th Birthday!!



FSMA Recap



Unprecedented Approach to New Regulation

§ Public Meetings
§ Extensive Comment Periods
§ Industry Consulting
§ Long Compliance Deadlines
§ Huge Focus on FDA Staff Training
§ IFPTI – Training Curriculum Development

Educate While You Regulate



New Era of Smarter Food Safety

Proposed Food Traceability Rule



FDA’s New Era of 
Smarter Food Safety

1. Tech-Enabled Traceability
2. Smarter Tools and 

Approaches for Prevention 
& outbreak Response

3. New Business Models & 
Retail Modernization

4. Food Safety Culture



FDA’s Proposed Rule on Food Traceability
§ Applicable to those high-risk foods on the “Food Traceability List”
§ Traceability Capabilities:

§ Keep records on Key Data Elements (KDE)
§ Critical Tracking Events (CTE)

§ Records:
§ List of your FTL foods
§ KDA & CTE records (receiving, batch sheets, etc.)
§ Lot Code definitions

§ Very Small Exempt: < 10 Full-time Employee
§ Compliance: 2 years after final publication (Publish in Q4 = 2024/5 ???)



Food Traceability List (FTL)

§ Cheese (>39% moisture)
§ Shell Eggs
§ Nut Butters
§ Cucumber (fresh)
§ Herbs (fresh)
§ Leafy greens (fresh & cut)
§ Melons (fresh)
§ Peppers (fresh)

§ Sprouts (fresh)
§ Tomatoes (fresh)
§ Tropical Tree Fruits (fresh)
§ Fruits & Vegetables (fresh cut)

§ Rarely consumed raw are exempt
§ Finfish (including smoked)
§ Crustaceans
§ Mollusks
§ RTE Deli Salads



FDA Free/Cheap Traceability Challenge Winners (P1)
• atma.io provides item-level traceability to each participant in the food supply chain, from source to store and 

from farm to fork, using Avery Dennison systems and proprietary blockchain technology using Mastercard 
Provenance.

• FarmTabs is free, downloadable software run on Microsoft Excel that helps small and mid-size farmers 
manage records for traceability and other farm-related metrics.

• Freshly is traceability and batch-tracking software designed for small businesses, including retailers, 
manufacturers, and distributors.

• HeavyConnect provides cloud-based digital traceability and compliance documentation solutions, including 
an intuitive mobile app that allows producers to capture traceability data in the field and seamlessly share it 
across the supply chain.

• Kezzler uses self-service portals to generate item-level identifiers and associate homogenized datasets at the 
grower level through simple mobile applications.

• Mojix uses industry standards to link traceability events for each individual item and/or lot throughout the 
food supply chain to enable a low-cost and collaborative open data network.

https://www.youtube.com/watch?app=desktop&v=Fw5RyrJLvJw
https://www.youtube.com/watch?app=desktop&v=edeD1WTpYXI
https://www.youtube.com/watch?app=desktop&v=oy_pqitF3yE
https://www.youtube.com/watch?app=desktop&v=GpjNFUk3aKs
https://www.youtube.com/watch?app=desktop&v=BmNZB3q6oKM&feature=youtu.be
https://www.youtube.com/watch?app=desktop&v=3zVGXdKaPx4


FDA Free/Cheap Traceability Challenge Winners (P2)
• OpsSmart provides an industry-proven, cloud-based traceability software solution to meet food safety, recall 

management, and traceability needs of a complex supply chain.

• Precise’s Traceability Suite delivers efficient end-to-end supply chain tracking to all segments of the food 
market by utilizing geospatial, machine learning, and Internet of Things (IoT) technologies.

• Roambee/GSM/Wiliot’s solution uses low-cost IoT sensor tags in combination with shipment visibility and 
verification technologies to provide end-to-end traceability from farm to plate. 

• Rfider is software-as-a-service that simplifies capturing, securing, and sharing critical event data along supply 
chains all the way to consumers.

• TagOne uses a role-based data capture framework that updates an open source blockchain platform, leverages 
industry standards to ensure interoperability, and ensures ease of use and data security. 

• Wholechain is a supply chain traceability system that utilizes blockchain technology, in collaboration with 
Mastercard, to trace products back to their original source.

https://www.youtube.com/watch?app=desktop&v=pJhvFlRbVMM
https://www.youtube.com/watch?app=desktop&v=c0_uO-GLP5o
https://www.youtube.com/watch?app=desktop&v=iV1u4DuHSlg
https://www.youtube.com/watch?app=desktop&v=SZcj0lPrIUE
https://www.youtube.com/watch?app=desktop&v=1P1WLAQLfCo
https://www.youtube.com/watch?app=desktop&v=291VY5VGewY


Traceability Rule Exemptions

§ Small Establishments (< 10 Full-time, farms exempt from PSA, < 
$25k annual sales)

§ Farms
§ Direct to consumer sales
§ Packaged on farm

§ Processed with 5-log Reduction Kill Step
§ Produce that’s not Consumed Raw (asparagus, beans)
§ Personal Consumption
§ Transporters, Non-Profit, Temp-Holding Warehouse (not distribution)



Proposed Agricultural Water Rule

§ Part of the Produce Safety Rule

§ Why?

§ Many produce outbreaks traced to contaminated irrigation water & nearby 
ponds/streams

§ Initial mandatory micro limits proposed were challenged by 
industry



Proposed Agricultural Water Rule

§ Revised Subpart E of the FSMA Produce Safety Rule.
§ Comment Period closed this week.
§ FDA is exercising enforcement discretion.
§ Replace mandatory micro limits with ag water assessments.

https://agwaterassessment.fda.gov/?utm_medium=email&utm_source=govdelivery

https://agwaterassessment.fda.gov/?utm_medium=email&utm_source=govdelivery


Exceptions

§ Harvest & Post-Harvest Water 

§ Public Water System

§ Meets Standards in Produce Safety 
Rule

§ Sprout Water isn’t Applicable 



Factors that 
Covered Farms 

Would be 
Required to 

Assess



Possible Actions 
Required



2019 – 2022 
FDA Inspection 

Analysis



NAI – No Action Indicated
VAI – Voluntary Action Indicated
OAI – Official Action Indicated

https://datadashboard.fda.gov/ora/cd/inspections.htm

New 

Jersey

All 

Inspections

fda.gov



Distribution of 
FDA Inspections 
in New Jersey

fda.gov



New Jersey’s Top 10 FDA 
Citations (‘19-’22)

• General Enforcement Regulations 21 CFR 1
• 50% Failure to develop a Foreign Supplier 

Verification Program for imported foods.
• 7.5% Not having Hazard Analysis written
• 7% No documented Foreign Supplier 

evaluation
• 5% Failing to identify hazards in HA
• 5% No Approved Supplier List
• 5% No Approved Supplier Procedures

• Fish & Fishery Products 21 CFR 123
• 6% No implemented HACCP Plan
• 5% No written verification procedures for 

foreign suppliers

• Preventive Controls for Human Foods 21 
CFR 117

• 4% Personal Hygiene cGMP violations
• 4% Failure to have a written Food Safety 

Plan fda.gov



How Citations Compares with 
USA (‘19-’22)

• General Enforcement Regulations 21 CFR 1
• 33% Failure to develop a Foreign Supplier 

Verification Program for imported foods.

• Fish & Fishery Products 21 CFR 123
• 7% No implemented HACCP Plan
• 7% Insufficient Sanitation Monitoring

• Preventive Controls for Human Foods 21 
CFR 117

• 9% Pest Control failures
• 8% Personal Hygiene cGMP violations
• 8% Not having Hazard Analysis written
• 8% Manufacturing Violations/Contamination
• 8% Unsanitary Conditions
• 7% Equipment & Utensil violations
• 7% Inadequate Plant Design or Issues with 

Grounds

fda.gov



fda.gov

2019-2022 FDA Recalls



fda.gov



https://datadash
board.fda.gov/or

a/index.htm

https://datadashboard.fda.gov/ora/index.htm


Other Recent Items
§ 21 Forward – Data analysis tool, using CDC data to track COVID-19 

occurrences and determine where there might be interruptions in the 
food supply.

§ Import Screening – Enhanced Food Traceability Predictive Analytics to 
predict import issues

§ Remote Inspections – Already doing this with Foreign Suppliers. 

§ User Fees:
§ Reinspection (~$300/hour to travel, prepare, and conduct inspections)
§ Third-Party Certification Program (TPP) - $45k

§ Voluntary Qualified Importer Program (VQIP) - $16k



Job Opportunities in 
the FAS Foreign 

Service, beginning 
this May. 



Questions?
Wendy White

Georgia Tech, GaMEP 
wwhite@gatech.edu

Additional Resources:
Juliana Canale

Food Manufacturing & Regulatory 
Expert

315-530-8182
jcanale@njmep.org

mailto:wwhite@gatech.edu
mailto:jcanale@njmep.org

