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 Designed to assist ASTA members in evaluating obligations under 
the following FSMA final rules:

 Preventive Controls for Human Food

 Supply Chain Requirements of Preventive Controls Rule

 Produce Safety

 Sanitary Food Transportation

 Foreign Supplier Verification Program

 Intentional Adulteration

 Could also be used to evaluate potential obligations of other 
segments of the supply chain (e.g., your suppliers or your 
customers)

*Decision tree is not legal advice – should direct specific questions 
about compliance to your legal counsel

ASTA FSMA Decision Tree
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 Preventive Controls for Human Food
 Compliance Date: September 19, 2016 

(small business - September 18, 2017)
 Supply Chain Compliance Date: six months after supplier required to 

comply with PC requirements 
(OR – if not required – March 17, 2017)

 Written Assurance Compliance Date: September 19, 2018
(small business – September 18, 2019)

 Sanitary Food Transportation 
 Compliance Date: April 6, 2017 (small business April 6, 2018)

 Foreign Supplier Verification Program
 Compliance Date: May 27, 2017 

(with some variability depending on supply chain compliance)

 Intentional Adulteration
 Compliance Date: July 26, 2019 (small business July 26, 2020)

 Produce Safety
 Compliance Date January 26, 2018 (small business January 26, 2019; 

very small business January 26, 2020)

FSMA: Foundational Final Rules & Compliance Dates
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 First section of the decision tree helps determine whether a 
particular rule may apply to your operations

 “Click through” feature to sections on each particular rule

 Additional questions to evaluate potential obligations

 Overview of what each rule requires

 Information about compliance dates and other publicly available 
resources

 Could also be used to evaluate potential obligations of other 
segments of the supply chain (e.g., your suppliers or your 
customers)

ASTA FSMA Decision Tree
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Today, we will:

 Walk through three scenarios of how ASTA members might 
use the Decision Tree

 Facility in the US: imports bulk ground spices from foreign 
suppliers, packages them, and distributes them to US retail 
customers using their own trucks or a third party carrier

 Farm that grows, dries, and processes crops that it provides to 
another entity to package for final sale

 Facility in the US: imports spice products that are fully packaged 
and ready for industrial sale at the time of import

 Answer general questions about the Decision Tree and how it 
can be used

 Discuss additional scenarios, time permitting

ASTA FSMA Decision Tree
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First Section of Decision Tree: Which FSMA Rules might apply 
to your operations?

ASTA FSMA Decision Tree

*To understand all potential obligations, make sure you answer all
of the questions on pages 1 and 2.  You can work through one rule at 
a time before returning to pages 1 and 2 to consider other rules.
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Scenario 1: Facility in the US that imports bulk ground spices from 
foreign suppliers, packages them, and distributes them to US retail 
customers using their own trucks or a third party carrier

ASTA FSMA Decision Tree

Rules to consider based on this question: Preventive Controls, 
PCs Supply Chain, Intentional Adulteration
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Scenario 1: Facility in the US that imports bulk ground spices from 
foreign suppliers, packages them, and distributes them to US retail 
customers using their own trucks or a third party carrier

Preventive Controls click through – to page 3

First Addresses exemptions: Qualified Facility? No. Farm Mixed-Type 
Facility? No. Solely Packaged Food Not Exposed to Environment? No.

ASTA FSMA Decision Tree – Preventive Controls
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Scenario 1: Facility in the US that imports bulk ground spices from 
foreign suppliers, packages them, and distributes them to US retail 
customers using their own trucks or a third party carrier

Preventive Controls – What are the Requirements?

Decision Tree provides an overview of primary requirements, reflecting 
FDA discussion in final rule and also guidance issued since then

 Designate a PCQI

 Perform and Maintain a Written Hazard Analysis

 Establish Preventive Controls

 Establish Monitoring Procedures

 Determine Corrective Actions

 Verify that Food Safety System is Working

 Develop a Written Recall Plan

 Keep Good Records

ASTA FSMA Decision Tree – Preventive Controls
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Scenario 1: Facility in the US that imports bulk ground spices from 
foreign suppliers, packages them, and distributes them to US retail 
customers using their own trucks or a third party carrier

Supply Chain click through – to page 14

First Addresses exemptions: Qualified Facility? No. Farm Mixed-Type 
Facility? No. Receiving Facility & Supply Chain Applied Control?

ASTA FSMA Decision Tree – Supply Chain
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Scenario 1: Facility in the US that imports bulk ground spices from 
foreign suppliers, packages them, and distributes them to US retail 
customers using their own trucks or a third party carrier

Supply Chain click through

Critical Question 1 – require a supply-chain-applied control?

 If you are sure you do, continue with supply chain section

 If you are sure that you do not, supply chain analysis is done

 If you are not sure, continue with supply chain section to evaluate 
further

ASTA FSMA Decision Tree – Supply Chain
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Scenario 1: Facility in the US that imports bulk ground spices from 
foreign suppliers, packages them, and distributes them to US retail 
customers using their own trucks or a third party carrier

Supply Chain click through

Critical Question 2 – FSVP Cross Over

 Are you an importer?

 Are you in compliance with FSVP requirements?

*Likely requires further analysis under FSVP section unless certain you 
are not an importer

ASTA FSMA Decision Tree – Supply Chain



13

Scenario 1: Facility in the US that imports bulk ground spices from 
foreign suppliers, packages them, and distributes them to US retail 
customers using their own trucks or a third party carrier

Intentional Adulteration click through – to page 18

ASTA FSMA Decision Tree – Intentional Adulteration
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Scenario 1: Facility in the US that imports bulk ground spices from 
foreign suppliers, packages them, and distributes them to US retail 
customers using their own trucks or a third party carrier

Intentional Adulteration  – What are the Requirements?

Decision Tree provides an overview of primary requirements, reflecting 
FDA discussion in final rule

 Written Food Defense Plan

 Training

 Recordkeeping

ASTA FSMA Decision Tree – Intentional Adulteration
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Scenario 1: Facility in the US that imports bulk ground spices from 
foreign suppliers, packages them, and distributes them to US retail 
customers using their own trucks or a third party carrier

ASTA FSMA Decision Tree

Rules that may apply based on this question: Preventive Controls (Yes) 
PCs Supply Chain (Maybe), Intentional Adulteration (Yes)
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Scenario 1: Facility in the US that imports bulk ground spices from 
foreign suppliers, packages them, and distributes them to US retail 
customers using their own trucks or a third party carrier

ASTA FSMA Decision Tree – Produce 
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Scenario 1: Facility in the US that imports bulk ground spices from 
foreign suppliers, packages them, and distributes them to US retail 
customers using their own trucks or a third party carrier

ASTA FSMA Decision Tree – FSVP
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Scenario 1: Facility in the US that imports bulk ground spices from 
foreign suppliers, packages them, and distributes them to US retail 
customers using their own trucks or a third party carrier

FSVP click through – to page 26

First Addresses PC Overlap: Receiving Facility? Yes. Implemented 
Supply Chain  Program in Accordance with PC Rule? Maybe.

ASTA FSMA Decision Tree – FSVP
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Scenario 1: Facility in the US that imports bulk ground spices from 
foreign suppliers, packages them, and distributes them to US retail 
customers using their own trucks or a third party carrier

FSVP click 
through

Then Addresses
Exemptions: 

 Very Small 
Importer? 

ASTA FSMA Decision Tree – FSVP
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Scenario 1: Facility in the US that imports bulk ground spices from 
foreign suppliers, packages them, and distributes them to US retail 
customers using their own trucks or a third party carrier

FSVP click 
through

Then Addresses
Exemptions: 

 Import from 
Small Foreign
Suppliers? 

ASTA FSMA Decision Tree – FSVP
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Scenario 1: Facility in the US that imports bulk ground spices from 
foreign suppliers, packages them, and distributes them to US retail 
customers using their own trucks or a third party carrier

FSVP click 
through

Then Addresses
Exemptions: 

 Foreign 
Supplier from 
Recognized 
Food Safety 
System?

ASTA FSMA Decision Tree – FSVP
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Scenario 1: Facility in the US that imports bulk ground spices from 
foreign suppliers, packages them, and distributes them to US retail 
customers using their own trucks or a third party carrier

ASTA FSMA Decision Tree – FSVP

Rules that may apply based on this question: FSVP (Importer Identification)
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Scenario 1: Facility in the US that imports bulk ground spices from 
foreign suppliers, packages them, and distributes them to US retail 
customers using their own trucks or a third party carrier

ASTA FSMA Decision Tree – SFTA
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Scenario 1: Facility in the US that imports bulk ground spices from 
foreign suppliers, packages them, and distributes them to US retail 
customers using their own trucks or a third party carrier

Sanitary Transport click through – to page 32

First Addresses exemptions: 

 Non-Covered Business? No.

 Farm? No.

 Completely Enclosed and No Temperature Control For Safety? Yes.

ASTA FSMA Decision Tree – SFTA



25

Scenario 1: Facility in the US that imports bulk ground spices from 
foreign suppliers, packages them, and distributes them to US retail 
customers using their own trucks or a third party carrier

ASTA FSMA Decision Tree – SFTA
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Scenario 1: Facility in the US that imports bulk ground spices from 
foreign suppliers, packages them, and distributes them to US retail 
customers using their own trucks or a third party carrier

Summary Based on Decision Tree Analysis:

 Preventive Controls for Human Food – Applies

 Supply Chain Requirements under PC Rule – Apply When Relying on 
Supply Chain to Control for Hazards

 Intentional Adulteration – Applies

 Produce Safety Rule – Does Not Apply

 FSVP – Only Importer Identification Requirement Applies

 Sanitary Transportation Rule – Does Not Apply

ASTA FSMA Decision Tree
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Scenario 1: Facility in the US that imports bulk ground spices from 
foreign suppliers, packages them, and distributes them to US retail 
customers using their own trucks or a third party carrier

QUESTIONS?

ASTA FSMA Decision Tree
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Scenario 2: Farm that grows, dries, and processes crops that it 
provides to another entity to package and treat for final sale

ASTA FSMA Decision Tree

Rules to consider based on this question: Preventive Controls, 
PCs Supply Chain, Intentional Adulteration
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Scenario 2: Farm that grows, dries, and processes crops that it provides 
to another entity to package and treat for final sale

Preventive Controls click through – to page 3

First Addresses exemptions: Qualified Facility? No. Farm Mixed-Type 
Facility? Yes. Solely Packaged Food Not Exposed to Environment? No.

ASTA FSMA Decision Tree – Preventive Controls
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Scenario 2: Farm that grows, dries, and processes crops that it provides 
to another entity to package and treat for final sale

Preventive Controls click through

Farm Mixed-Type Facility Exemption continued:

ASTA FSMA Decision Tree – Preventive Controls
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Scenario 2: Farm that grows, dries, and processes crops that it provides 
to another entity to package and treat for final sale

Preventive Controls click through

Farm Mixed-Type Facility Exemption continued:

*Farm activity: Growing crops

*Farm activity: Drying crops

*Facility activity: Processing crops – Need to further evaluate 
requirements under preventive controls rule for this activity

ASTA FSMA Decision Tree – Preventive Controls
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Scenario 2: Farm that grows, dries, and processes crops that it provides 
to another entity to package and treat for final sale

Supply Chain click through – to page 14

First Addresses exemptions: Qualified Facility? No. Farm Mixed-Type 
Facility? Yes (same analysis as above). Receiving Facility? No.

ASTA FSMA Decision Tree – Supply Chain
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Scenario 2: Farm that grows, dries, and processes crops that it provides 
to another entity to package and treat for final sale

Intentional Adulteration click through – to page 18

ASTA FSMA Decision Tree – Intentional Adulteration
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Scenario 2: Farm that grows, dries, and processes crops that it provides 
to another entity to package and treat for final sale

Intentional Adulteration  – What are the Requirements?

Decision Tree provides an overview of primary requirements, reflecting 
FDA discussion in final rule. *These requirements would only apply to 
non-farm activities that are not exempt (here, processing)

 Written Food Defense Plan

 Training

 Recordkeeping

ASTA FSMA Decision Tree – Intentional Adulteration
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Scenario 2: Farm that grows, dries, and processes crops that it 
provides to another entity to package and treat for final sale

ASTA FSMA Decision Tree

Rules that may apply based on this question: Preventive Controls (Yes –
for processing), PCs Supply Chain (No), Intentional Adulteration (Yes –
for processing)
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Scenario 2: Farm that grows, dries, and processes crops that it 
provides to another entity to package and treat for final sale

ASTA FSMA Decision Tree – Produce 
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Scenario 2: Farm that grows, dries, and processes crops that it 
provides to another entity to package and treat for final sale

Produce click through – to page 21

ASTA FSMA Decision Tree – Produce 



38

Scenario 2: Farm that grows, dries, and processes crops that it 
provides to another entity to package and treat for final sale

Produce click through

First Addresses exemptions: Below $25,000 in average sales? No.

Commodities Rarely Consumed Raw? No. 

Intended for Commercial Processing to Reduce Pathogens? Yes.

ASTA FSMA Decision Tree – Produce 



39

Scenario 2: Farm that grows, dries, and processes crops that it 
provides to another entity to package and treat for final sale

ASTA FSMA Decision Tree – FSVP
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Scenario 2: Farm that grows, dries, and processes crops that it 
provides to another entity to package and treat for final sale

ASTA FSMA Decision Tree – SFTA
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Scenario 2: Farm that grows, dries, and processes crops that it provides 
to another entity to package and treat for final sale

Sanitary Transport click through – to page 32

First Addresses exemptions: 

 Non-Covered Business? No.

 Farm? No.

 Completely Enclosed and No Temperature Control For Safety? Yes?

ASTA FSMA Decision Tree – SFTA
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Scenario 2: Farm that grows, dries, and processes crops that it provides 
to another entity to package and treat for final sale

Summary Based on Decision Tree Analysis:

 Preventive Controls for Human Food – Applies to Processing

 Supply Chain Requirements under PC Rule – Does Not Apply

 Intentional Adulteration – Applies to Processing

 Produce Safety Rule – Only Written Assurance Requirement Applies

 FSVP – Does Not Apply

 Sanitary Transportation Rule – Does Not Apply

ASTA FSMA Decision Tree
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Scenario 2: Farm that grows, dries, and processes crops that it provides 
to another entity to package and treat for final sale

QUESTIONS?

ASTA FSMA Decision Tree
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Scenario 3: Facility in the US that imports spice products that are 
fully packaged and ready for industrial sale at the time of import

ASTA FSMA Decision Tree

Rules to consider based on this question: Preventive Controls, 
PCs Supply Chain, Intentional Adulteration
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Scenario 3: Facility in the US that imports spice products that are fully 
packaged and ready for industrial sale at the time of import

Preventive Controls click through – to page 3

First Addresses exemptions: Qualified Facility? No. Farm Mixed-Type 
Facility? No. Solely Packaged Food Not Exposed to Environment? Yes.

ASTA FSMA Decision Tree – Preventive Controls



46

Scenario 3: Facility in the US that imports spice products that are fully 
packaged and ready for industrial sale at the time of import

Supply Chain click through – to page 14

First Addresses exemptions: Qualified Facility? No. Solely Packaged 
Food Not Exposed to Environment? Yes.

ASTA FSMA Decision Tree – Supply Chain
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Scenario 3: Facility in the US that imports spice products that are fully 
packaged and ready for industrial sale at the time of import

Intentional Adulteration click through – to page 18

ASTA FSMA Decision Tree – Intentional Adulteration
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Scenario 3: Facility in the US that imports spice products that are 
fully packaged and ready for industrial sale at the time of import

ASTA FSMA Decision Tree

Rules that may apply based on this question: Preventive Controls (No), 
PCs Supply Chain (No), Intentional Adulteration (No)
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Scenario 3: Facility in the US that imports spice products that are 
fully packaged and ready for industrial sale at the time of import

ASTA FSMA Decision Tree – Produce 
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Scenario 3: Facility in the US that imports spice products that are 
fully packaged and ready for industrial sale at the time of import

ASTA FSMA Decision Tree – FSVP
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Scenario 3: Facility in the US that imports spice products that are fully 
packaged and ready for industrial sale at the time of import

FSVP click through – to page 26

First Addresses PC Overlap: Receiving Facility? No.

ASTA FSMA Decision Tree – FSVP
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Scenario 3: Facility in the US that imports spice products that are fully 
packaged and ready for industrial sale at the time of import

FSVP click 
through

Then Addresses
Exemptions: 

 Very Small 
Importer? 

ASTA FSMA Decision Tree – FSVP
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Scenario 3: Facility in the US that imports spice products that are fully 
packaged and ready for industrial sale at the time of import

FSVP click 
through

Then Addresses
Exemptions: 

 Import from 
Small Foreign
Suppliers? 

ASTA FSMA Decision Tree – FSVP



54

Scenario 3: Facility in the US that imports spice products that are fully 
packaged and ready for industrial sale at the time of import

FSVP click 
through

Then Addresses
Exemptions: 

 Foreign 
Supplier 
from 
Recognized 
Food Safety 
System?

ASTA FSMA Decision Tree – FSVP
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Scenario 3: Facility in the US that imports spice products that are fully 
packaged and ready for industrial sale at the time of import

FSVP – What are the Requirements?

Decision Tree provides an overview of primary requirements, reflecting 
FDA discussion in final rule and other FDA guidance

 Develop an FSVP

 Perform a written hazard analysis

 Evaluate risks posed by food and foreign supplier

 Conduct supplier verification activities

 Take corrective actions

 Reevaluate every 3 years

 Identify yourself as the importer

ASTA FSMA Decision Tree – FSVP
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Scenario 3: Facility in the US that imports spice products that are 
fully packaged and ready for industrial sale at the time of import

ASTA FSMA Decision Tree – SFTA
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Scenario 3: Facility in the US that imports spice products that are fully 
packaged and ready for industrial sale at the time of import

Sanitary Transport click through – to page 32

First Addresses exemptions: 

 Non-Covered Business? No.

 Farm? No.

 Completely Enclosed and No Temperature Control For Safety? Yes.

ASTA FSMA Decision Tree – SFTA
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Scenario 3: Facility in the US that imports spice products that are fully 
packaged and ready for industrial sale at the time of import

Summary Based on Decision Tree Analysis:

 Preventive Controls for Human Food – Does Not Apply

 Supply Chain Requirements under PC Rule – Does Not Apply

 Intentional Adulteration – Does Not Apply

 Produce Safety Rule – Does Not Apply

 FSVP – Applies

 Sanitary Transportation Rule – Does Not Apply

ASTA FSMA Decision Tree
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Scenario 3: Facility in the US that imports spice products that are fully 
packaged and ready for industrial sale at the time of import

QUESTIONS?

ASTA FSMA Decision Tree



Thank you!


