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What does FSMA cover?
• FDA Produce Rule—Exemptions
• Produce that is NOT covered by the Produce Rule
includes:
• Produce grown for personal or on-farm consumption
• Produce that is rarely consumed raw (e.g, potatoes, turnips,
winter squash)
• Produce that is not in its raw or natural state (i.e., produce
that receives additional processing sufficient to kill
pathogens and that would be subject to the Preventive
Controls rule)

• You are NOT covered by the Produce Rule if the
average annual monetary value of produce you sold
during the previous 3-year period is no more than
$25,000 (in inflation adjusted 2011 dollars). www.caff.org

FDA’s List of Produce Rarely
Consumed Raw
Asparagus; beans, black; beans, great Northern;
beans, kidney; beans, lima; beans, navy; beans,
pinto; beets, garden (roots and tops); beets,
sugar; cashews; cherries, sour; chickpeas;
cocoa beans; coffee beans; collards; corn,
sweet; cranberries; dates; dill (seeds and weed);
eggplants; figs; ginger; hazelnuts; horseradish;
lentils; okra; peanuts; pecans; peppermint;
potatoes; pumpkins; squash, winter; sweet
potatoes; and water chestnuts.
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Tester-Hagan Qualified Exemption
• A farm is eligible for modified requirements through a
qualified exemption if the farm:
• Has less than $500,000 in annual gross sales (2011 dollars
adjusted for inflation) over a previous three-year period,
AND
• Sells the majority of the food directly to a “qualified enduser,” i.e., a consumer, or a restaurant, or a retail food
establishment (e.g., a grocery store, not a distribution
center) that is located in the same state as the farm or not
more than 275 miles from the farm.
• The $500,000 threshold applies to the value of all food
sales from a farm, not just sales of covered produce. This
includes sales of processed foods, hay, commodities like
corn and soybeans, dairy, livestock, and produce.
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Tester-Hagan Qualified Exemption
• What does $500,000 in constant 2011 dollars mean?
• Due to inflation, every year a sum of money is worth
less. So we use a deflator, a measure of inflation, to
account for this.
• Using the FDA-approved Implicit GDP deflator, we
see that in 2011 prices rose 1.8%, in 2012 they rose
1.6%, 1.6% in 2013, and 1% in 2014. So by 2015
$500,000 in 2011 was worth $530,672. In 2015, the
three year average would have been $524,412.
• The FDA will calculate and distribute these numbers,
but you need to keep them in mind when you
calculate a rolling 3-year average of your total gross
sales.
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Tester-Hagan Qualified Exemption
• If you meet the requirements for a qualified exemption, then
you still must:
• Provide the name and complete address of the farm where the produce
was grown on either a food packaging label or on a sign at the point of
purchase (such as a farmers’ market or CSA box or farm stand or on
the internet);
• Keep records that justify your exemption, such as total sales and sales
to qualified end users (e.g. sales receipts). You must start keeping
these records on March 25, 2016. You must keep these so FDA could
inspect them within 24 hours. They must be detailed and signed or
initialed by the person doing the recordkeeping. They can be written or
electronic.
• Comply with the compliance and enforcement requirements of the
Produce Rule, i.e. you are not exempt from FDA oversight and the
prohibition on putting adulterated food into commerce; and
• Be subject to the provisions regarding the withdrawal of your status as a
partially covered (“qualified exempt”) operation.
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Timeline for Compliance
• Farms grossing more than $500,000 in produce sales
annually (calculated by a 3 year rolling average in
2011 dollars)
• January 26, 2018

• Farms grossing more than $250,000 but less than
$500,000 in produce sales annually
• January 26, 2019

• Farms grossing less than $250,000 but more than
$25,000 in produce sales annually
• January 26, 2020

• Farms that do not qualify for an exemption or a
qualified exemption have an additional two years to
comply with water testing requirements
www.caff.org

Do I Need a Food Safety Plan?

http://www.suttiassoc.com/wp-content/uploads/2014/05/Equipment-01-1000w.jpg

http://veggielution.org/blog

• FMSA does not require a food safety plan, nor
does it require a third party audit. However, if
you are subject to FSMA then you must comply
with the rules.
• California laws do not require a food safety plan
nor a third party audit. Direct marketing laws
require you to implement GAPs:
• AB 224 (2013) CSA Law
• AB 1871 (2014) Farmers Markets
• AB 1990 (2014) Community Food Producers
(Urban Gardens)
• Buyers may still require a food safety plan and/or
a third party audit
• Insurance Companies may also
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• We encourage a plan

Do I Need to Register with FDA?
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• If you are only growing, harvesting, packing, and
holding produce, you do not need to register
• If you are packing produce from other similar
farms, such as in a multi-farm CSA, you do not
need to register
• If you are processing food, you may need to
register, depending on what you are doing. This
is a separate rule, the Preventive Controls rule
• If you are drying fruit, that is considered part of
being a “farm” and you do not need to register,
but if you are making cheese or almond butter
you do

http://veggielution.org/blog
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Do I Need to Register with FDA?
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• A farm or a group of farms can have a secondary
farm facility where they wash, pack, hold
produce and this facility does not need to
register if a majority of the produce comes from
these farms and these farms own a majority of
the business
• Food retailers and restaurants are exempt from
registering and a CSA, farmers market, farm
stand are considered food retailers (not
finalized)
• In general, if you do activities on your farm that
do not fall under FDA’s definition of a farm, then
you are a farm mixed-type facility and you must
register

http://veggielution.org/blog
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Who is subject to Preventive controls?
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• FDA has a long list of food processing activities
that they consider low risk
• If you are a farm mixed-type facility and you only
process the food that FDA considers low risk,
and you are a small (employs fewer than 500
FTE employees) or very small (less than $1
million in sales) business, and all of the
processing takes place on your farm, then you
are exempt from the new Preventive Controls
requirements (e.g. HARPC), but you are
expected to follow current good manufacturing
practices and you are subject to record keeping
and training requirements.

http://veggielution.org/blog
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Who is subject to Preventive controls?
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• Even if you process food that FDA does not
consider low risk, if you have less than $1 million
of sales of all human food, then you are a
“qualified facility” and not subject to the full
Preventive Controls (e.g. HARPC).
• However, you still have to follow good
manufacturing practices, keep records, and
regularly submit attestations that you meet the
requirements to be a qualified facility and that
you are either following state and local laws that
regulate your production or that you are
following some plan of identifying hazards,
implementing preventive controls, and
monitoring.

http://veggielution.org/blog
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What are GAPs?
• GAPs = Good Agricultural Practices
• 5 key areas of Focus:
1. Water
2. Employee Training (Health & Hygiene)
3. Land Use & Animal Access
4. Equipment, Tools & Buildings
5. Manure, Compost & Chemicals
• Start by understanding your practices and the potential risks
associated with them
• Identify what you could do to minimize any identified potential
risks
****No such thing as “Zero-Risk”***
www.caff.org

What are GAPs?
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1. Water
• Understand your source(s), use
and potential contaminants
• Where is your water coming
from?
• Is it used directly from the
source or stored?
• What is it being used for?
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1. Water

• Evaluate water risk(s) - know the quality
of your water source(s)
• Test water for generic E.coli
Minnesota Department of Transportation

Ontario Ministry of Agriculture, Food & Rural Affairs

• Understand activities occurring on your
property, adjacent property and
upstream that could potentially
contaminate your water source(s)
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1. Water

• Minimize Risks of Water contamination
by:
• Converting to drip irrigation (if feasible)
• Ensuring well is properly maintained
• Increasing (maximize) time intervals between
irrigation and harvest
• Exposure to UV kills bacteria

• Using potable water close to harvest
• Chemical performance may be impacted by water
quality
www.caff.org

1. Outbreaks linked to Water
Contamination
• Salmonella outbreak in tomatoes in Virginia
• Associated with a pond used for irrigation
• Cyclospora outbreak in Guatemalan raspberries
• Associated with water for chemical application
• Shigella outbreak in BC, Canada spinach
• Associated with septic leakage contaminating
wash water (surface water source)
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2. Employee Health & Hygiene Training
• Proper training & education can
minimize the risk of contamination
•
•
•
•
•

Good personal hygiene practices
Good harvesting practices
Field cleanliness
Reporting problems
Moving between animal fields,
barns & crop growing areas

CAFF
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2. Employee Health & Hygiene
Related Outbreaks
• 1994 California Green Onions – Shigella –
72 cs reported
• The spread of Shigella can be stopped by
frequent and careful handwashing with soap
and taking other hygiene measures.

• 1997 California Strawberries - Hep A Virus
- 250cs reported
• 1998 US Green Onions – Hep A Virus –
43 cs reported
• Hepatitis A is a liver infection caused by the
Hepatitis A virus (HAV). Hepatitis A is highly
contagious. It is usually transmitted by the
fecal-oral route, either through person-toperson contact or consumption of
www.caff.org
contaminated food or water.

2. Employee Health & Hygiene
Training Materials & Log

www.caff.org

2. Employee Health & Hygiene Training
Cleaning Logs
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3. Land Use & Animal Access
• Property Use &
Issues
• Previous use
• Flooding

• Adjacent sites
Solidarity Farms

• Practices & Use
• Upstream
• Downwind

CAFF

• Buffers, Set backs or
Windbreaks
• Slopes & Gradients
www.caff.org

3. Land Use & Animal Access
Domestic & Wild Animals
• Do animals have access to crop area, packing
area, water source(s), manure/compost?
• Biodiversity is essential, but look for signs of
contamination:
• Trampling of product
• Feces / Droppings—don’t harvest contaminated
plants
• Flocks of birds moving from feedlots or garbage
dumps to crop area

• Domestic Animals should be kept out of growing
areas
• Records for animal rotations in field
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3. Land Use & Animal Access
• To minimize potential risks:
• Monitoring & visual inspection before harvest
• Create a policy EXAMPLE:
• In the event that feces or carcass are found in the produce
growing area, the area around the feces or carcass will be
marked or flagged and:
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• The area (roughly “X” ft buffer) around the contamination site will
be marked off with caution tape. Crops in this area will not be
harvested for at least “Y” days. The harvestable produce in the
marked area along with the feces/carcass will be collected in
trash bags with disposable gloves and tools and deposited in the
county land fill dumpster.
• If there are more than “Z” days prior to harvest, the feces or
carcass will be collected with appropriate gloves, tools and trash
bags and deposited in the county land fill dumpster.
www.caff.org

3. Animal Access Contamination
Linked to Produce
• 2011 Fresh Strawberries E.coli 0157:H7 at Oregon’s Jaquith
Strawberry Farm: (15 total ill, 7 hospitalized and 1 death of elderly)
– Wildlife--specifically deer feces--was isolated as the source.
(Note: Deer feces in California have NOT been found to have E.coli 0157:H7)

www.oregonlive.com
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3. Land Use & Animal Access
Monitoring/Record Keeping
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4. Equipment, Tools & Buildings
• Understand how harvest tools,
equipment & containers are:
•
•
•
•
Solidarity Farms

Solidarity Farms
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Cleaned
Used
Stored
Adjusted / Adapted / modified from
original intended use
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4. Equipment, Tools & Buildings
• What are the buildings being used for?
• Storage
• Is the building sectioned off?

• How is the risk of cross contamination minimized?
• Packing Area –
•
•
•
•

Is there a flow of product movement?
Are employees trained to identify risks?
Is pest monitoring occurring?
Can it be easily cleaned? Including:
• All produce contact surfaces
• Drains
• Using shatterproof lights / light covers?

www.caff.org

4. Equipment, Tools & Buildings
• Minimize risk of
contamination

CAFF

•
•
•
•

No direct ground contact
Proper storage
Covering boxes
New liners in used boxes

Solidarity Farms

CAFF
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4. Equipment Contamination
Linked to Produce
• 2011 Multi-state Cantaloupe Listeria
• 147 illnesses reported in 28 states, with 33 deaths
and 1 miscarriage
• Isolated to a potato washer that was modified to
clean melons
• First time that farmers faced criminal charges
• The Jensens (2 brothers) were sentenced in
January 2014 to five years probation, six months
home detention, and $150,000 each in restitution
fees to victims
www.caff.org

4. Equipment Cleaning Log
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4. Equipment Cleaning
Schedule
• Sample of a Cleaning Schedule
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5. Manure, Compost
• Used to help build up organic
matter and add some nutrients to
soil
Understand • Source/type
• Raw/Composted
• Certificate of Analysis / Records for compost
• FDA now has rules for making your own

• Application Method
• Injected / Broadcasted
• Incorporated / Side dressed
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5. Manure, Compost

• Application Timing
• Prior to planting / After
harvest
• Storage
• Cross Contamination

www.caff.org

5. Chemicals
• Storage:
• Locked/secure place with limited access
• According to chemical category (especially for
restricted chemicals)
• Dry chemicals above liquid
• At least 100 ft from well
• Vented to the outside
• Away from crop storage area / food contact
containers
• Off the ground & shelves/ground should be sealed
to prevent absorption (especially for restricted use)
• With legible labels & according to label
Pesticidepics.org
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5. Chemicals
• Use according to label & only when needed
follow IPM
•
•
•
•
•

EPA registered for use on crop & target pest
Follow Re-Entry Interval (REI)
Understand Pre-Harvest Intervals (PHI)
Restricted Use = Applicators License Needed
Calculate the rate & quantities to prevent left over
• Dispose of excess chemical and its container in
accordance with label directions and local regulations

www.caff.org

5. Chemicals
• Safety

Pesticidepics.org

• Protective equipment and clothing, according to label instructions.
• Do not apply pesticides during very hot weather or in windy
conditions.
• Wash skin and clothing if spills occur and after applying chemicals.
• Do not smoke while working with chemicals.
• Post chemical application information so employees know when and
where it is safe to work with a crop after a chemical application

• Equipment
• Calibrate at least annually (keep records)
• Clean regularly – including nozzles to prevent blockage / excess
• Ensure pressure gauge is working properly

www.caff.org

5. Manure & Chemicals
Contamination linked to Produce
• E. coli 0157:H7 outbreak in shredded lettuce in
California
• Associated with irrigation water from well that was
contaminated with dairy lagoon water

• 1985 – Banned insecticide (Aldicarb) used on
watermelons by growers in San Joaquin Valley
• 2000 + reported sick, 17 hospitalized, 6 deaths & 2
stillbirths (http://www.environmentalhealthnews.org/ehs/news/aldicarb-phaseout)
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5. Manure/Compost & Chemicals
Record Keeping

www.caff.org

5. Manure/Compost & Chemicals
Record Keeping
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On Farm Traceability
• One step forward (where it was sold) and one
step back (where it was grown)
• Why is it important?
1. Being able to identify contaminated
product & its distribution
2. Limiting the scope of recall
3. Limiting financial consequences
• (Ex. Losing $ from one field of a crop/grower
vs losing all the fields of a crop/an industry)

CAFF
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On Farm Traceability

Restaurant /
Bakery

Know:
- Where & how
much you sold.
- When & total
volume of harvest.
- Which field/block
- Source of inputs

Farmers
Market / Farm
Stand / CSAs

Retail

Wholesale /
Distributor

Best Practice:
- Be able to
uniquely identify
your product
(Lot/Batch #’s for
each shipment)
www.caff.org

On Farm Traceability

PLU’s # /
Item #

Interviews

Wholesale /
Distribution #

Farm / Field / Block

Institution

One Step Back

www.caff.org

On Farm Traceability
Record Keeping is Essential
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Connect With Us

/famfarms
@famfarms
CAFFflix
CAFFphotos
cafepress.com/buylocalca

Help support our work! www.caff.org/donate
Dave Runsten
CAFF Policy Director
dave@caff.org
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