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Welcome!

What is the Food Safety Modernization Act?

Understanding who may be affected by FSMA

Key issues for farmers markets and market 
vendors in FSMA

How to take action on FSMA today!



What is FSMA?

The Food Safety Modernization Act 
was signed into law on January 4th, 2011.

“A legislative mandate to apply comprehensive, prevention-based controls 
across the food supply.”

“…scale appropriate, conservation friendly, and accessible to organic and 
value-added producers.”

Title I: Preventing food safety problems
Standards for Produce Safety
Preventive Controls for Facilities

Title II: Detecting and responding to food safety problems
Title III: Improving safety of  imported food
Title IV: Miscellaneous provisions



Intention v. Implementation

The Food and Drug Administration’s (FDA) 
proposed regulations for farms and facilities were released 
for public comment on January 4, 2013.

The rules are based on assumptions about farming 
that are not necessarily accurate*

Many of  the definitions and rules are unclear*

Some of  the rules directly conflict with mandates in FSMA

* The FDA knows this! They’re counting on input from 
you in order to address these issues! 



What are the Issues?

What does FDA consider to be a farm or a facility?

How exactly is FDA planning to regulate farms and 
facilities?

Are the proposed rules scale-appropriate, risk-appropriate, 
and likely to ensure greater food safety without putting 
farms (and farmers markets, and food hubs, and 
processors…) out of  business?



FMC’s Concerns

Definitions

+ Unrealistic definitions of  farms and facilities

+ Classifies farmers markets as facilities
rather than ‘retail food establishments’

+ Low-risk processing options are limited

Exemptions and Modified Regulations

+ Who is eligible?

+ Why and how can exempt status be taken away?

Cost of Compliance

+ Increased burden on smaller farms

+ Discourages organic and sustainable farming practices



Who is NSAC?

NSAC is an alliance of  grassroots organizations that advocates for 
federal policy reform to advance the sustainability of  agriculture, 
food systems, natural resources, and rural communities.

Started in 1988; currently have 100 
member organizations from around 
the country - FMC is a member!

We bring farmers and grassroots 
advocates across the country to the 
policy table in DC

Our job is to make sure that federal 
policy helps farmers succeed while 
protecting the environment and 
keeping our food safe and accessible!



NSAC’s Approach to Food Safety

Everyone has a role in ensuring safe food

Focus on highest risk

One size does not fit all

Based on scientific evidence when possible



Getting Into Specifics

Who may be affected by FSMA?
How do exemptions and modified requirements work for 
the Produce and Preventive Controls Rules?

Issues with both rules that may impact both 
those directly affected AND those who work 
with affected farms and businesses



FSMA: Am I Affected?

Do you grow, harvest, pack, or hold (store) fruits or 
vegetables? If  yes, you may be affected by the 
Produce Rule.

Do you process, manufacture, pack, or hold (store) 
human food? If  yes, you may be affected by the 
Preventive Controls Rule. 

Do you BOTH grow, harvest, pack, or hold (store) 
fruits or vegetables AND process, manufacture, 
pack, or hold (store) human food? If  yes, you may 
be affected by BOTH the Produce Rule and the 
Preventive Controls Rule.



Proposed Produce Rule

Standards for Growing, Harvesting, Packing, and Holding 
of  Produce for Human Consumption

Personnel qualifications and training

Health and hygiene

Agricultural water

Biological soil amendments of  animal origin

Domesticated and wild animals

Growing, harvesting, packing, and holding activities

Equipment, tools, buildings, and sanitation

Sprouts



Proposed Produce Rule

Exemptions
Produce rarely consumed raw (example: potatoes)

Produce for personal or on-farm consumption

Farms selling an annual average value of  food during a 3-
year period that is less than $25,000 

Modified Requirements
Produce that will receive commercial processing

Farms that qualify under Tester-Hagan Amendment



Proposed Produce Rule

Tester-Hagan Requirements in Produce Standards
Average annual monetary value in previous 3-year period less 
than $500,000 AND

Sell 51% or more directly to a consumer or retail food 
establishment in the same state or within a 275-mile radius 
THEN

Provide information on label or sign at the point of  sale



Proposed Preventive Controls Rule

Focuses on facilities that manufacture and process food for 
human consumption

Two major requirements:
Hazard Analysis and Risk-Based Preventive Controls (HARPC) 

Updated Good Manufacturing Practices

Codifies “farm mixed-type facility” – an operation subject 
to the Produce Rule AND the Preventive Controls Rule



Proposed Preventive Controls Rule

What is a “facility”? 
Manufacturing/processing, packing, and holding food 

Includes activities done on-farm

Activities done to your agricultural products vs. activities done to 
someone else’s agricultural products

Out of  sync with the reality of  farming 



Proposed Preventive Controls Rule

Exemptions from HARPC requirements
Certain on-farm low-risk processing activities (jams, maple syrup) 
by small and very small businesses 

Seafood, juice, low acid canned foods, dietary supplements, 
alcoholic beverages

Activities within the ‘farm’ definition

Certain facilities that only store packaged foods or raw agricultural 
commodities (not F&V) for further processing



Proposed Preventive Controls Rule

Modified Requirements
Facilities that qualify under Tester-Hagan Amendment:

“Very small business” OR

Average annual monetary value in previous 3-year period less 
than $500,000 AND

Sell 51% or more directly to a consumer or retail food 
establishment in the same state or within a 275-mile radius that 
sells food directly to consumers 



Proposed Preventive Controls Rule

Modified Requirements
Submit documentation of  status AND

Submit documentation of  compliance with other non-
Federal food safety law AND provide notification to 
consumers OR

Submit documentation identifying potential hazards and 
monitoring of  preventive controls 



But it’s a little more complicated than that…

Issue: Farmers markets, CSAs, and other direct-to-consumer businesses may 
be improperly considered facilities and subject to excessive regulation despite 
Congressional instructions otherwise.

Issue: FDA doesn’t include a comprehensive list of  low-risk processing 
activities, which could cause problems for farms (or entrepreneurs) that 
produce certain kinds of  processed food from fresh fruits and vegetables 
(example: salsa). 

Issue: Sales figures used to calculate exemptions count towards all food, not 
just to “covered” food, produced on a farm, hindering farmers’ efforts to 
diversify.  

Issue: FDA has broad powers to revoke a farmer’s exemption or modified 
status if  they feel there may be a problem – and there’s no process for getting it 
back, even if  an operation is cleared of  any issue. 



Proposed Preventive Controls Rule: Issues

Issue: Failure to clarify exemption for direct marketers 
Under FSMA, farmers markets, CSAs, roadside stands, and other direct-
to-consumer sale platforms are considered “retail food establishments” 
that do NOT have to register as a facility with FDA

Concern: FDA has not clarified this exemption from the Preventive Controls Rule and 
certain CSAs and direct marketers will be subject to additional inappropriate 
regulation if  they trigger the “facility” definition

Explain how you market your products and urge FDA to fix this issue



Proposed Preventive Controls Rule: Issues

Example: Failure to clarify exemption for direct marketers 
If  a farmer opts to include some of  her neighbor’s peaches in her weekly 
CSA box a few times during the growing season, her farm would be 
considered a facility – potentially subjecting her to substantial and costly 
additional regulation.

Likewise, farmers markets could be considered facilities and also subject to 
the substantial paperwork and practice requirements of  the Preventive 
Controls Rule.



Proposed Preventive Controls Rule: Issues

Issue: Value-Added Processing
The Preventive Controls Rule includes a good initial list of  low-risk 
processing activities done on-farm, but FDA fails to include additional 
activities like making pickles and salsa that are already considered low-risk 
by many states. 

Concern: Farmers adding value to their crops through low-risk on-farm processing should not be 
subject to the same regulations as high-risk processors. 

Are your processing activities already regulated at the state or county level for 
food safety? How would additional regulation impact your operation?



Proposed Preventive Controls Rule: Issues

Example: Value-Added Processing 
Jam vs. Salsa: A farm that makes jam or salsa would have to register with 
FDA as a facility, be subject to the Preventive Controls Rule, and be subject to 
the Produce Rule if  it grows produce covered by the rule. However, making 
jam qualifies as a low-risk processing activity, so a farm that makes just jam –
not salsa - would be eligible for the exemption from the HARPC 
requirements in the Preventive Controls Rule if  it is a small or very small 
business. A farm making salsa (or both jam and salsa) would not be eligible 
for these exemptions. 



Proposed Produce Rule: Issues

Issue: All Food vs. Regulated Food
Even though not all food produced on farms is governed by the rules, the 
value of  everything produced on a farm counts toward exemptions and 
modified regulations. 

Concern: This will make it hard for mid-size farms to diversify their operations 
because non-covered food products will count towards their exemption and 
modified requirement thresholds.

Explain how you have diversified your operation and whether these 
rules would impede diversification into covered products.



Proposed Produce Rule: Issues

Example: All Food vs. Regulated Food
A small dairy with gross sales over $500,000 wanting to add a small u-
pick berry patch to their farm would find that berry patch regulated 
like an industrial berry operation under the Produce Rule, even if  
berry sales were under $25,000.



Proposed Preventive Controls Rule: Issues

Issue: Loss of  Protections
FDA has broad authority to take away the exemptions and modified 
requirements certain farmers and facilities are eligible for and subject them 
to the full weight of  the regulations if  they think there is a food safety 
problem on the farm – but the rules do not require FDA to have proof  of  a 
problem, and there is no defined way to get that status back once FDA 
revokes it. 

Concern: This does not give farmers and businesses fair due process and could 
potentially put farmers out of  business even if  they are not responsible for any 
food safety problems. 



More Issues with FSMA

See http://sustainableagriculture.net/fsma for details on all of  
these issues and more:

The rules make it nearly impossible to use manure on farms and create barriers to 
the use of  compost.

The rules require excessive water testing for farms using surface water.

The rules don’t protect on-farm conservation and habitat protection practices and 
could make it harder for farmers to safeguard our water, soil, and wildlife habitat.

Costs of  compliance will be very high – and could impede the ability of  beginning 
farmers to get started or for efforts like food hubs to become successful.

http://sustainableagriculture.net/fsma


Take Action on FSMA Today!

Your Comments WILL HAVE AN IMPACT:

The rules are still in draft form – and FDA is legally bound to 
seek public input before they’re finalized. They want to hear 
from you!

Eat food? You are a stakeholder! Grow food? You are a 
stakeholder! You don’t need to be an expert. 

The #1 best way for us to improve the rules:  the open comment 
period!

FDA will read every comment. Individual comments written by 
stakeholders – that’s you – are the most impactful by far. You 
can also sign petitions or form letters – but the best thing to do is 
take a few moments to submit your own comments!



Take Action on FSMA Today!

How do I comment?

You can comment ONLINE or via MAIL.

Instructions: http://bit.ly/2fixFSMA

What should I say?
Tell your story – make it personal

Use data when you have it

Include a clear “ask” for FDA (how should the rules 
change?)

Asking questions is fine too – including if  it’s unclear if  
your farm or farming practices would be affected

http://bit.ly/2fixFSMA


Take Action on FSMA Today!

The comment period is open until

November 
15, 2013

So get on it!



3 Things to Do

Get Informed!

Take Action! 

Spread the Word!



Resources for Farmers, Markets, and Consumers

http://bit.ly/2fixFSMA
http://sustainableagriculture.net/fsma

http://farmersmarketcoalition.org/

GET INFORMED
Dig deeper into the issues 
Check out sample comments to FDA

TAKE ACTION
Commenting Templates for consumers and farmers – with questions so you can 
customize them (FMC is working on a template for market managers)
Step by step instructions for using Regulations.gov or mailing in a comment
Sign the petition too!

SPREAD THE WORD
Social media sharing tools and materials you can use
Sign up for FSMA updates



FSMA Website: Info Page



FSMA Website: Commenting Page



Comment Templates



FSMA:  We need your help

Submit comments!

Help get more organizations and allies to 
submit comments and conduct outreach!

Reach out to farmers, processors, and others 
who will be affected!

Use all the tools we’ve got:  grassroots action, media 
outreach, events, networking, all of  it – we need 

everyone to speak out today!



QUESTIONS?

COMMENT DEADLINE: 
NOVEMBER 15, 2013

Contact us:
fsma@sustainableagriculture.net

For more information, visit 
NSAC’s FSMA Action Center:

http://sustainableagriculture.net/fsma

http://sustainableagriculture.net/fsma
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